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ORGAN PROCUREMENT AND TRANSPLAN- 
TATION NETWORK AMENDMENTS OF 1999 


WEDNESDAY, SEPTEMBER 22, 1999 

House of Representatives, 

Committee on Commerce, 
Subcommittee on Health and Environment, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 10 a.m., in room 
2322, Rayburn House Office Building, Hon. Michael Bilirakis 
(chairman) presiding. 

Members present: Representatives Bilirakis, Burr, Bilbray, 
Ganske, Coburn, Bryant, Brown, Waxman, Pallone, Green, Barrett, 
and Eshoo. 

Also present: Representative Klink. 

Staff present: Marc Wheat, majority counsel; Clay Alspach, legis- 
lative clerk; and John Eord, minority counsel. 

Mr. Bilirakis. The hearing will come to order. Good afternoon. 
I am pleased to convene this hearing on H.R. 2418, the Organ Pro- 
curement and Transplantation Network Amendment of 1999. I was 
pleased to introduce this bipartisan legislation with my colleague. 
Gene Green of Texas. 

Last summer this subcommittee held a joint hearing with the 
Senate Labor Committee to review our Nation’s system for organ 
allocation, and more specifically the changes proposed by the De- 
partment of Health and Human Services. The Department’s pro- 
posed changes to the Organ Procurement and Transplantation Net- 
work and the policies that it sets for all patients have been, to say 
the very least, as we all know, controversial. A majority of the com- 
ments received by the Department were very critical of the regula- 
tion, and certainly we in Congress have heard from many experts 
in the field about the consequences, unintended or otherwise, of the 
Department’s regulations. 

We will have the opportunity to hear a range of views on these 
issues generally and H.R. 2418 in particular from our witnesses 
today. 

Of course, many of us have already heard directly from our con- 
stituents. Recently, I received a letter from Kathy Gibson, a 49- 
year-old constituent who received two kidney transplants within 
the past year. The second transplant, which was a success, followed 
an unsuccessful first transplant using her husband’s kidney. Kathy 
received her second kidney through Life Link Eoundation, a non- 
profit community service entity in Tampa that operates four of the 
Nation’s 62 organ procurement organizations. She wrote to tell me 
how grateful she was for Life Link’s assistance saying, “I have 
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nothing but good things to say regarding my transplant team from 
Tampa General Hospital and Life Link Transplant Institute. They 
found me the gift of life.” 

H.R. 2418 was drafted with people like Kathy Gibson in mind. 
The bill recognizes the decisions regarding organ procurement and 
transplantation are best left to the medical community, as Con- 
gress intended in passing the National Organ Transplant Act of 
1984. Those experts at the forefront of changes in the medical pro- 
fession are best suited to adjust policies in light of new technology 
and new medical understanding. 

H.R. 2418 also addresses the underlying problem of an inad- 
equate organ supply by promoting incentives to increase organ do- 
nation. For example, the bill includes innovative provisions to help 
reduce the financial burden on living donors. As the National Kid- 
ney Foundation has noted, these provisions will help increase the 
supply of organs needed for many men and women waiting for a 
matching organ to be transplanted. 

I want to welcome all of our witnesses. I appreciate their time 
and effort in joining us and look forward to hearing their testi- 
mony. As you know, we changed the time for this from 2 to 2:30 
for a very good reason. I appreciate your understanding in that re- 
gard. 

I will now recognized the ranking member Mr. Brown for an 
opening statement. 

Mr. Brown. Thank you, Mr. Chairman. I would like to also 
thank today’s witnesses for joining us and a special thank you to 
Representative Klink, who has joined us. He is not a member of the 
subcommittee, but he has a special interest and knowledge of this 
issue, especially in this western end of his State and his district. 

I would like to commend you, Mr. Chairman, for bringing in- 
creased attention to a process within our health care system that 
is critical to the lives of so many Americans, the process of allo- 
cating an obviously scarce number of donated organs for those indi- 
viduals throughout the country waiting for and praying for them. 
Your bill is intended to correct some important problems and fore- 
stall others. It addresses the lack of enforcement mechanisms to 
ensure that network participants comply with quality standards. It 
reflects a view I believe that we all share; that is, organ allocation 
decisions be shielded from political bias. 

However, Mr. Chairman, I am concerned that in an effort to wall 
off organ donation allocation decisions from political influence, H.R. 
2418 also shields the organ allocation contractor from the account- 
ability and subordination to the public that it should have. The bill 
appears to deny the Secretary of Health and Human Services the 
right to exert any authority over any allocation decisions that are 
scientific, clinical or medical in nature. The private contractor that 
coordinates the organ allocation could not be challenged on deci- 
sions of that nature. Since no legitimate organ allocation decisions 
are made outside the context of scientific, clinical and medical con- 
siderations, this effectively undercuts the Secretary’s oversight of 
the contractor’s activities. The Secretary, charged with rep- 
resenting the public and the public interest, would be unable to 
hold the organ allocation contractor to its contract. 
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Let’s explore a scenario, one we certainly hope would never hap- 
pen. Let’s say a private contractor hired to allocate donated organs 
determines, based on scientific and medical data, that malnour- 
ished children should he the last to receive donor organs because 
malnourishment is correlated with the rejection of donor organs. 
Even if that decision reflects the best science that medicine has to 
offer, is it the right thing to do from a public policy perspective? 
Obviously not. Malnourishment is not just correlated with rejecting 
donor organs, it is also correlated, obviously, with poverty, with the 
public agreeing to choose which child’s life to save based on family 
income. 

As I read it, under H.R. 2418 the public would in the end have 
no say in that matter. The organ allocation contractor could imple- 
ment the rule without — regardless of public policy implications and 
without any public input. I am concerned that the organ allocation 
contractor would have more power than the entity it contracts 
with, particularly when the entity speaks on behalf of the public. 
I question the wisdom of setting a precedent like this when, for 
government contractor relationships, it advocates the government’s 
responsibility and alleviates the contractor of accountability. 

Mr. Chairman, I support the goal of ensuring an allocation sys- 
tem free of political bias and designed to deter internal breaches 
of quality. But the system as a whole and those who administer it 
must also be held accountable. The Institute of Medicine made a 
recommendation that I think would reconcile the need for public 
accountability and the importance of keeping politics out of organ 
allocation decisions. They recommended the establishment of an ex- 
ternal independent scientific review board that would be charged 
with periodically assessing the organ allocation system. Starting 
there we can achieve our goals without compromising the integrity 
of the government/contractor relationship. 

I look forward to hearing our witnesses’ perspectives on this 
issues. I would like again to express my appreciation to the chair- 
man for his efforts. 

Mr. Bilirakis. I thank the gentlemen. 

Dr. Ganske for an opening statement? 

Mr. Ganske. Thank you, Mr. Chairman. In the interest of hear- 
ing testimony from our first panel, I just want to say I appreciate 
you having the hearing, and I look forward to the testimony. 
Thanks. 

Mr. Bilirakis. Mr. Waxman, opening statement? 

Mr. Waxman. Thank you very much, Mr. Chairman. Only 5 
months have passed since our last hearing on organ allocation, but 
a great deal has changed. For some time I have been deeply trou- 
bled by the debate over the Department’s final rule. I have heard 
outright misrepresentations and gross misinformation aimed at 
scaring patients, communities of color and the poor into believing 
that the administration wanted to make it harder for them to ob- 
tain organ transplants. UNOS has spent nearly $1 million lobbying 
Congress, dollars which should have gone toward saving lives. 

Today we finally have the cure for this lobbying and rhetorical 
excess. The Institute of Medicine has provided us with a blueprint 
for a more equitable and efficient organ allocation system. They 
have reminded us that we must put patients, not UNOS, not trans- 
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plant centers, not transplant surgeons, first. The lOM concluded 
that the final rule should be implemented. They concluded that 
HHS should exercise legitimate oversight responsibilities articu- 
lated in the final rule. They documented how weak oversight has 
compromised accountability at all levels, and they found that 
broader sharing of organs won’t hurt donation rates or close small 
transplant centers. 

The lOM report reveals a national organ allocation system badly 
in need of reform, but H.R. 2418 ignores the lOM report. Patients 
across the country say that this bill would only make things or 
change things for the worse. It would strip the Secretary of her 
oversight authority over UNOS. It would insulate UNOS from com- 
petition and accountability. It would grant sole authority over life- 
and-death decisions to an organization that has fought to keep pa- 
tient outcome data secret, shielded its decisionmaking from public 
input, and enforced its policies in a politically expedient manner. 

Today a patient seeking a transplant has practically no idea how 
well our transplant centers are performing. The data is hidden 
somewhere in IJNOS. After years of resistance, UNOS has finally 
made some patient outcome data available, but that data is for the 
years 1988 to 1994. That means that patients are still in the dark 
about the centers’ current performance. 

Yesterday at our request the Department provided myself, Mr. 
Dingell, Mr. Klink, and Mr. Stark with patient outcome data for 
every transplant center in the country. This data is up-to-date and 
was obtained under congressional mandate from UNOS. This data 
shows that a patient’s chances of survival depends very much on 
where you get your transplant. Depending on the transplant cen- 
ter, a patient’s likelihood of getting a liver transplant within a year 
of listing can range anywhere from 25 to 70 percent. Depending on 
the transplant center, if you are waiting for a liver transplant, your 
likelihood of dying within a year of listing can range from 7 to 22 
percent. 

This new data would help transplant patients make better deci- 
sions, but this data is blinded and the transplant centers are only 
identified by number. This afternoon I will formally request that 
the Department provide us with the identities of the transplant 
centers. When we receive this information, we will provide trans- 
plant patients with all of this recent information about every trans- 
plant center in the country, information which UNOS should have 
made public a long time ago. 

I want to thank you, Mr. Chairman, for holding this hearing. I 
look forward to this afternoon’s testimony. 

Mr. Bilirakis. I thank the gentleman. 

Dr. Coburn for an opening statement. 

Mr. Coburn. Thank you, Mr. Chairman. I am not going to be 
able to stay for the whole hearing because of other obligations, but 
I wanted to make a couple points as we talked about the lOM 
study. The lOM study, the Institute of Medicine, is the same insti- 
tute that said we shouldn’t track HIV by partner notification. They 
are the same people who underestimated the sexually transmitted 
disease epidemic in this country. Although they are valuable in 
their input, what they say, in this physician’s eyes, is not always 
100 percent accurate. I think that needs to be said without de- 
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meaning or taking discredit for the efforts of those in the Institute 
of Medicine. 

The second thing that I would say and offer is my own State has 
done a great job in terms of increasing the number of transplant 
organs availalsle. I have a great deal of difficulty thinking that if 
families in Oklahoma have a loved one who lives in Oklahoma, and 
Oklahoma is working hard in their one good transplant center to 
perfect and improve survivability, that Big Brother should not have 
the right to tell Oklahomans that they can’t direct an organ for 
their own State brothers and sisters. 

That is what we are really talking about here. There is a States 
rights issue and a personal issue that has been ignored in this 
process. I raise that because it is a concern to me. I am not sure 
that it will be heated, but it is an important thing if we really want 
States to be active. And should all organ transplants be run by the 
Federal Government? That is where we are headed, and I am not 
sure that is a great idea. I am not sure it is great for innovation. 
I am not sure it is great for patient longevity. I am not sure it is 
great for people who are receiving transplants. 

As a physician, I know transplant centers when they start don’t 
have good rates. As they perfect and get better, they improve. So 
I would just hope that we would consider those thoughts as we 
hear this testimony and ask the questions. With that, I yield back 
and thank you, Mr. Chairman, for this hearing. 

Mr. Bilirakis. I thank the gentleman. 

Mr. Green, for an opening statement. 

Mr. Green. Thank you, Mr. Chairman, for scheduling this hear- 
ing on H.R. 2418 today. I am pleased to be an original cosponsor 
because I believe it ensures that medicine and science instead of 
Federal employees will develop our Nation’s organ transplant pol- 
icy. 

The Department of Health and Human Services released their 
final rule on organ transplantation last year. They did so to equal- 
ize the waiting time differences for sicker patients around the 
country. They claim that a national waiting list would reduce some 
of the differences, which admittedly can be too long, and make the 
organ transplantation process fair. However, a recent Institute of 
Medicine report found that the current system is equitable for the 
most severely ill patients. While their report also found that broad- 
er sharing between OPOs and States in regions would be better, it 
is important to note that this initiative is already being imple- 
mented within the transplant community. 

I agree with the intent of the promulgated HHS regulation. How- 
ever, I believe that the regulation would leave small and medium- 
size transplant centers at a significant operating disadvantage, 
which would ultimately cause them to shut their doors, leaving 
thousands of needy patients with few options. 

The problem with organ allocation policy is not the way they are 
allocated, but the number we have to allocate. Instead of trying to 
force new regulations on a transplant community that has nearly 
unanimously rejected them because they could harm patients, we 
need to focus on ways to encourage more people to donate healthy 
organs. I support creating the fair organ allocation system, not one 
that so many patient groups, transplant surgeons, and organ pro- 
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curement organizations believe would do more harm than good. I 
believe any policy needs to be dictated by the true experts in this 
issue, the transplant community. That is why I am proud to be a 
cosponsor. I would hope the administration recognizes the shortfall 
of their rule and would reach out to the transplant community and 
reach a compromise. Short of that, we have no choice but to pass 
legislation. 

Again, Mr. Chairman, I appreciate your willingness to address 
this issue in a timely and equitable manner. I believe many of to- 
day’s witnesses will express many concerns raised to me by both 
the Houston medical community and the Texas Medical Center in 
Houston. Thank you. 

Mr. Bilirakis. I thank the gentleman. 

Mr. Bryant. 

Mr. Bryant. Thank you, Mr. Chairman, and I thank you for con- 
vening this hearing. I, too, am proud to be a cosponsor of H.R. 2418 
because I believe it is a good bill and the right way to handle this 
matter. I think we are here today because — in large part because 
of HHS’s final rule on Organ Procurement and Transplantation 
Network, which was published in April. Obviously, this has been 
a controversial issue since the beginning. In fact, we have as a 
Congress placed a 1-year moratorium on this. The moratorium is 
about to expire. 

I think many of us do have serious concerns about this rule for 
several reasons; I think particularly its effect, potential effect, on 
local transplantation and small transplant centers. I think that we 
could go on, but I did want to incorporate as part of my statement 
and I will at this time ask unanimous consent to put the full letter 
that I am about to read a portion of 

Mr. Bilirakis. Without objection, so ordered. 

Mr. Bryant, [continuing] as well as the letter from the Ten- 
nessee Transplant Society, dated August 2, 1999. 

Mr. Bilirakis. Without objection. 

Mr. Bryant. This is a letter — again, I will just take portions 
out — from a gentleman who has a great deal of credibility in this 
area. He is a donor father. His wife also was a kidney recipient. 
He has been on numerous organizations involving transplants, 
most particular a member of the national board of TRIO. He states 
in a quite lengthy letter that the policies that have come out of the 
National Organ and Transplant Act back in the mid-1980’s, while 
not perfect, are good. He congratulates us or commends Congress 
on our wisdom, primarily because “it established a private partner- 
ship between the medical community and the patient population 
which is independent from undue political influence by government 
operatives however well they might be intended. Difficult decisions 
involving the allocation of scarce organ resources have been made 
by informed private partnership rather than by a core of govern- 
ment attorneys and bureaucrats.” 

It goes on to say that there is a fear that a large transplant cen- 
ter with political clout would monopolize transplantation proce- 
dures by manipulating proposed rules dictated by HHS personnel. 
Proponents may dismiss such concerns as paranoia, but these wor- 
ries are indeed genuine and have been supported by the monopo- 
listic track record of certain large centers. Those of us who have 
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had the opportunity to experience that could tell you that some of 
the smaller regional transplant centers understand firsthand the 
excellence and talent available in many locations throughout the 
country. The benefit which I have seen countless times is under the 
existing system, families are able to provide local support for pa- 
tients that do not have to travel long distances to receive life-sav- 
ing transplant operations. 

He goes on, if I might add, to say that “I can report to you that 
many of us who have been in the most difficult situation have been 
acutely concerned that hope be provided first to those in need in 
our local region. We do not want these precious gives to be treated 
as just some other government-owned part, shipped across country 
to a large center currently in favor with Federal rulemakers.” 

He closes by, “Keep transplantation a predominantly medical 
issue with rules established by the existing partnership of medical 
experts, patients, and donor families.” 

I agree with the sentiments of my constituent and would tell you 
further that I do look forward to the witnesses that we have here 
today. Like Dr. Coburn, I have another hearing that I have to jump 
back and forth between, so I apologize. I may not be here for your 
full testimony, I am going to try to come back and forth, but I 
would like to make that my way of explanation. 

Again, Mr. Chairman, thank you for what you are doing in this 
area. 

Mr. Bilirakis. I thank you, sir. 

Mr. Pallone for an opening statement. 

Mr. Pallone. Thank you, Mr. Chairman. The National Organ 
Transplant Act reauthorization is long overdue. Increasing the sup- 
ply of organs for transplantation is a critical policy issue in this 
Nation and an acute problem in my home State of New Jersey. The 
Federal Government can help realize this goal in two broad ways. 
First, it must maintain an equitable organ allocation system, and 
second, it must develop a new and improved process for evaluating 
the Nation’s organ procurement program. In my opinion, H.R. 2418 
of which I am a cosponsor along with the chairman and Mr. Green, 
ensures both of these points. 

We must move swiftly to reauthorize the National Organ Trans- 
plant Act, and as we do so, however, we must keep some basic 
principles in mind. The recently completed Institute of Medicine re- 
port recommends creation of organ allocation areas independent of 
the current organ procurement organization population structure. 
An optimal population size of approximately 9 million is suggested 
for the organ allocation areas. They should be accomplished 
through new regional sharing agreements, not through consolida- 
tion of OPOs. The report notes that achieving optimum results and 
procuring organs for transplants is highly dependent on good work- 
ing relationships at the local level among hospitals, OPOs, trans- 
plant centers and on others. The committee does not want its rec- 
ommendations to detract from or interfere with present operations 
where they are working effectively. 

I want to say that New Jersey’s 6 transplant centers which serv- 
ice approximately 8.5 million residents already fits this model. 

Congress specifically charged the Institute of Medicine with the 
review of access to transplantation services for low-income popu- 
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lations and racial and ethnic minority groups. This review included 
an examination of the impact of State policies regarding payments 
for services for patients outside of the States in which the patients 
reside. The report states the most important predictors of equity in 
access to transplant services lie outside the transplantation system; 
that is, access health insurance and high-quality health care serv- 
ices. The fact is that many minority and ethnic groups and low-in- 
come groups do not have access to health insurance and high-qual- 
ity health care services. This fact of life cannot be divorced from 
a the review of how well organ donation transplantation works. 
This critical area must be given as much consideration and note as 
policies regarding allocations, or we will produce a caste system for 
organ transplantation with only the rich being able to afford trans- 
plants. 

The lOM report noted that Federal oversight of the national 
transplant system is useful in some areas. I feel strongly that the 
medical community must be free to make critical clinical decisions 
regarding transplants, but I welcome Federal oversight in the area 
of appeals, enforcement of national organ transplantation policy, 
and imposition of sanctions when deemed necessary to further the 
operation of the national transplant system. 

I have learned from constituents in my area that many variables 
affect organ donor rates. The current performance standards used 
by the Federal Government do not accurately assess OPO perform- 
ance because they are based on total population and not the num- 
ber of potential donors. In New Jersey, for example, the number of 
potential donors is significantly reduced by the State’s high inci- 
dence of cancer and AIDS. The diverse nature of New Jersey’s peo- 
ple also make organ donation education and procurement particu- 
larly challenging. 

Adherence to the current performance standards without regard 
to these operations which occur from one area of the country to an- 
other may needlessly lead to the termination of OPOs with strong 
relationships in their communities which are addressing their cov- 
erage area donor potential in an effective manner. 

Organ procurement organizations cannot fully concentrate on 
programs to increase the supply of organs when they are burdened 
by the mandate to meet unpredictable national average perform- 
ance standards over a 2-year period. Such a short cycle does not 
help. OPOs implement best practices to increase the organ supply. 
The population-based performance measures used by HCFA has 
been widely criticized by the Institute of Medicine, the GAO, the 
Harvard School of Public Health and others as being significantly 
flawed for assessing OPO performance. Mr. Chairman, unless over- 
turned, these inappropriate measures may very well result in the 
decertification of OPOs that are actually excellent performers. To 
that end I support the inclusion of language in the reauthorization 
calling on HHS to suspend the current OPO recertification process 
until a fair process that relates to true performance are developed 
in cooperation with the OPO community. 

I believe that H.R. 2418 will allow organ procurement organiza- 
tions the freedom to do their good work of educating and procuring 
precious organs in an efficient manner, and therefore I look for- 
ward to working with you, Mr. Chairman, to directly help those 
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Americans in need of transplantation by passing this good bill. 
Thank you. 

Mr. Chairman, could I ask, I would like to ask unanimous con- 
sent to submit for the record a statement by Peggy Dreker of Kear- 
ny, New Jersey. Ms. Dreker is the cofounder of the New Jersey 
chapter of the Transplant Recipients International Organization. 
Her testimony recounts the hardship she and her family experi- 
enced when their 2-year-old son needed a liver transplant. And he 
had — ^both she and her husband had to travel back and forth to 
Pittsburgh for 3 years to save their son’s life. No offense to my 
friend from Pennsylvania, Pittsburgh is actually a nice place, but 
it is unfortunate they had to travel back and forth to Pittsburgh 
during this time. Their testimony illustrates why we need to pass 
H.R. 2418, and I would ask that it be included in the record. 

Mr. Bilirakis. Without objection that is part of the record. 

[The prepared statement of Peggy Dreker follows:] 

Prepared Statement of Peggy Dreker, New Jersey Chapter, Transplant 
Recipients International Organization 

Good Morning, I am Peggy Dreker. I live in Kearny, New Jersey which is located 
about 15 miles outside of New York City. I am the co-founder of the New Jersey 
Chapter of TRIO, Transplant Recipients International Organization. I serve on the 
Board of Directors of the New Jersey Organ and Tissue Sharing Network, the organ 
procurement agency in New Jersey, and I am currently the Treasurer of that board. 
1 am here today in another role, that of a Mom who would like to share my experi- 
ence with the transplant community. I am also here because I am concerned that 
part of the new HHS regulations will hurt many potential recipients and many New 
Jersey residents. I am concerned that these changes will limit patient access to 
transplant services which can add a tremendous financial and family burden to the 
transplant patient. I am also here today to tell you that the NJ chapter of TRIO 
strongly supports HR 2418 sponsored by Congressman Bilirakis and cosponsored by 
New Jersey’s Congressman Pallone. 

I would like to share with you my story which is typical of many families that 
have had family members transplanted and therefore, the tremendous need for local 
services. 

In December of 1984, when taking my six week old son Daniel, for a regular check 
up, the pediatrician pointed out that he was bit jaundiced and recommended that 
he have blood work done. He referred us to a pediatric gastroenterologist. Dr. Lucy 
McLoughlin at United Hospital in Newark, New Jersey. Daniel was hospitalized im- 
mediately on Christmas Eve. One week later on new Year’s Eve, Daniel was diag- 
nosed as having liver disease. In my mind I thought, OK, they know what the prob- 
lem is and we are in a children’s hospital, let’s get this thing fixed quickly. I was 
in for a rude awakening when Dr. McLoughlin informed us that the only way to 
“fix” Daniel’s problem was through a liver transplant. In 1985, I considered this just 
another thing that needed to be done. Imagine my shock and surprise when I dis- 
covered that an organ would not be available “on demand” just because my son 
needed it. I was appalled, and shocked but mostly scared. During this time we 
began a relationship with the physicians and nurses that so lovingly cared for my 
son and in turn for me. I was glad we had this relationship with the staff of the 
hospital knowing a liver transplant would mean a long hospital stay. That’s when 
the final blow came. The doctor informed us the closest place for Daniel to receive 
his transplant was Children’s Hospital at the University of Pittsburgh. I was 
shocked that as a life-long New Jersey resident, my husband and I both worked in 
New Jersey and yet health care was not available in the State for my son. I imme- 
diately wrote to the Commissioner of Health in New Jersey who informed me that 
transplant services were only available regionally and we were fairly lucky that 
Pittsburgh wasn’t too far away from New Jersey. 

While trying to deal with a sick infant in the intensive care unit, the real world 
also went on. I decided to resign from my position working for the County. My em- 
ployer had been very generous extending my maternity leave but I felt I could not 
ask for an indefinite leave. This also meant that I would lose my medical coverage. 
We had just purchased a home and were counting on our two incomes to pay the 
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mortgage. This plan was shot. We also realized that many of Daniel’s expenses were 
not being covered by our insurance which we always thought was so inclusive. 

When Daniel was two months old he was placed on the national transplant list 
from Children’s Hospital in Pittsburgh. Daniel weighed under eight pounds and was 
literally starving to death. He was on a constant feeding tube and his color was 
changing from a glow in the dark yellow to a sallow shade of green. 

Getting a bit desperate, I decided to call the White House seeking help for Daniel. 
We were referred to the Transplant Office headed by Michael Batten. The local 
media in New Jersey/New York picked up on this correspondence and within two 
days of Daniel’s arrival home we were besieged by the media. We decided to go 
along with this attention hoping that it would raise awareness for Daniel’s plight. 
A reporter from the New York Times followed us around for a week tr3dng to put 
a diary together of what it was like waiting to get a transplant. The local commu- 
nities in the area rallied together to raise funds and awareness for Daniel. This was 
a wonderful thing but it did take away from our privacy and family life. Little did 
we know how important those funds would become. 

In August of 1986, we received a call saying there was an organ available for Dan- 
iel. This was after a false alarm in June where we used up all our favors of a free 
plane ride, ambulance and police escorts. In 1985, time was of the essence getting 
to the transplant center. Within one hour, my husband arrived home for work, we 
begged cash from anyone who had it, contacted the airline to get on a regular sched- 
uled flight to Pittsburgh, and packed clothing for all of us not sure how long we 
would be gone. We made arrangements with the local police department and the 
State Police since we had under one hour to get to Newark Airport. All of this while 
handling a sick infant who was still on a feeding pump, special formula and who 
cried constantly. By the time we left our home, it finally dawned on me that we 
were leaving a lot more than a house; I would have no family, no friends, no famil- 
iar physicians and nurses and no husband who would have to come back home 
shortly to return to work. I would be handling Daniel’s health on my own. My first 
view of the city of Pittsburgh was strapped on a stretcher in the back of speeding 
ambulance with my tiny son on my chest sleeping. 

On August 5, 1985 my son Daniel received the gift of life from a total stranger, 
another infant who had died. Daniel’s surgery lasted well over 10 hours as we were 
left standing in the waiting room of the hospital with everything we owned and no 
place to stay. We ended up showering at the University of Pittsburgh dorms. Daniel 
was blessed with the best medical and nursing care. Unfortunately, within three 
days it was determined that Daniel would need another liver. By this time my hus- 
band had returned to work in New Jersey. My family drove the eight hours out to 
Pittsburgh to locate a cheap furnished apartment for me to live. Paying rent is not 
covered under your insurance. The community fund-raising money came in handy 
for this. Daniel was hospitalized in Pittsburgh from August 5, 1985 through April 
10, 1986 before he was released with the knowledge that a second transplant was 
still needed. During this time, I would stay with Daniel in the hospital six days and 
nights a week. On Saturday morning, my husband would fly out to Pittsburgh and 
stay about 24 hours before returning back home. Daniel did not recognize him and 
would cry whenever he walked into the room. The total feeling of isolation was re- 
lieved only by the wonderful nursing staff who quickly became my new family. Dur- 
ing this long period of hospitalization we developed a dependence on the physicians, 
as they developed a familiarity with my son on a daily basis. Six months later, when 
my son was finally discharged, the sense of anxiety of leaving the transplant center 
was upsetting. We were now back to using our original physicians back home in 
New Jersey. At the time, my son was the first and only transplant patient Dr. 
McLoughlin cared for. As of today, she cares for 40 post transplant children. 

For the next 18 months, Daniel and I would fly back to Pittsburgh every three 
weeks or so because of the tubes that were left in him while he was waiting for 
another liver. Imagine if you can, traveling with a baby with a liver drain coming 
out the right side, a feeding tube coming out of his nose and a broviac catheter com- 
ing from his neck. I would leave the plane in Pittsburgh airport, put Daniel in the 
stroller, put the feeding pump on my shoulder, drag a set of luggage wheels with 
a suitcase and a baby walker, and carry a pack with diaper, bottles and supplies 
I needed if one of his tubes happened to break loose, which they frequently did. That 
was just to get through the airport before I could hail a cab. I would then pack this 
into the cab and head to the hospital. Thirty dollars later we arrived at the hospital. 
By this time, Daniel was screaming and I had reached my wits end. This procedure 
went on for the next year or more. 

On October 26, 1987 we received a call that a second liver was available for Dan- 
iel. This time all the commercial flights from the three surrounding airports had 
stopped for the evening. We ended up chartering a small private plane from a friend 
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of a friend that we had never even met. We again packed up our things and tried 
to put our lives on hold. 

Daniel had been blessed with this second gift of life. Surgery went well. We quick- 
ly reverted back to our hospital routine as my husband left us again in Pittsburgh 
to go back to work. We used the money raised by the communities to pay the rent 
on our apartment so we still had that. Daniel spent about eight weeks in the hos- 
pital and another month in Pittsburgh before he was sent home on Christmas Eve 
1987 — three years after the original diagnosis. 

Since Daniel’s ordeal, New Jersey has worked very hard establishing quality 
transplant programs for its residents. The thought of returning back to a time 
where accessibility to a transplant center could impede a person getting a trans- 
plant is appalling. The three years that my son and I lived away from home hurt 
my family, my marriage, my finances and ended my career. 

Today, Daniel is a healthy fifteen year old. In the last 15 years a lot has changed 
in New Jersey. 

There are now more transplant centers and pediatric transplant programs are 
available. Someone in my position would not have to leave the state to get medical 
care for a child. 

I fear that the new HHS regulations on organ allocation will send us back to 
1985, back to a time when there was not easy access to transplants for many people. 
In New Jersey the state has allowed more transplant centers to open, but only when 
there is a proven need. So there are not too many centers and they all have reason- 
able waiting lists. We also have worked hard at the New Jersey Organ and Tissue 
Sharing Network to increase the number of organs procured. The New Jersey Organ 
and Tissue Sharing Network does an excellent job in procuring organs and its po- 
tential yield from New Jersey’s population is very high. We need to continue this, 
please don’t let it be taken away hy regulations that threaten transplant services 
to New Jersey residents and unfair federal agency review regulations that fail to 
take into consideration population characteristics that inhibit donation. It just 
doesn’t make sense to me to destroy a system that works so well, a system that pro- 
vides good outcomes and that so many people rely on. People need transplant serv- 
ices in their states like they need cardiac services, obstetric services and cancer 
care. Don’t set policy that consolidated transplant services to regional areas. Ameri- 
cans will suffer. 

I am not the only one who feels this way. I am surrounded by people at the Shar- 
ing Network and organizations like TRIO where people, like me, have experienced 
what it is like to have to go out of state. We are appalled by the HHS regulations 
and strongly support HR 2418. In fact, the New Jersey Chapter of TRIO has ac- 
tively opposed the HHS regulations, as have Arkansas, Ohio, Louisiana, New Mex- 
ico, Hawaii, Memphis/Nashville, South West Florida, Main and Rhode Island Chap- 
ters of TRIO. We support Congressmen Bilirakis and Pallone’s legislation that will 
further enhance organ donation and transplantation for all Americans. 

I know that the current system is not perfect and I think there are some aspects 
of the new regulations that are good that have been incorporated in HR 2418. We 
can not allow the unbridled hunger for organs by mega transplant centers to dictate 
organ allocation schemes. It is the responsibility of the federal government to sup- 
port policy that encourages the decentralization of transplant services so that Amer- 
icans in need do not have to experience the hardships 1 endured with Daniel. Reg- 
ular people like me need access to transplants, preferably close to home. HR 2418 
supports this policy. 

Thank you. 

Mr. Bilirakis. I might add at this point the opening statement 
of all members of the subcommittee will made a part of the record, 
and would now recognize Ms. Eshoo for an opening statement. 

Ms. Eshoo. Thank you, Mr. Chairman. I can’t help but think of 
the joint hearing on this very issue that this committee had with 
our Senate counterparts a year ago this last June, June 18, 1998. 
So I want to thank you and salute you for having yet another hear- 
ing on this issue. It is a very important one. It is one of literally 
life and death for people in our country, and it is a difficult issue 
to take on, but one that deserves the kind of examination that you 
are giving to it. So I thank you for having the hearing. 

Very recently — my staff didn’t put this in the written open com- 
mentary, but I can’t help but think of it. Very recently a company. 
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I think within the boundary of my congressional district, had on- 
line the sale or the posting of an organ online. It is a company that 
does essentially public auctions. Now, the response to that was ab- 
solutely extraordinary and overwhelming. The company did say out 
of respect, please don’t bid on this. But I think if we were to peel 
away some of the veil of that in terms of its high profile in terms 
of the news, what it underscores is not only the demand, but the 
urgency. 

Any one of us that would need to have an organ replaced in order 
to live — just imagine that — would want to have that organ avail- 
able right now. So what we are dealing with is how best and how 
fairly to do this. As we speak, I am sure that people are going to 
think, well, this one is from such and such a district, this is what 
they have in their district, that is why they are saying it. We need 
to rise above that because the American people obviously deserve 
to have a system that is going to speak to the urgency at hand. In 
fact, if this hearing lasts 2 hours, someone will die waiting for an 
organ. That, too, underscores the urgency. A mere one-third of the 
more than 60,000 Americans now on waiting lists will receive a do- 
nated organ this year. With today’s technology, really, people 
shouldn’t be dying because they can’t get an organ in time. We 
know that the system can’t feed the demand, so we have more to 
do than what we are just dealing with here. 

But of those organ that are donated, what is the best system, 
how should they be disbursed, so to speak. I don’t want to sound 
cold or bureaucratic about this, because we are talking about 
human beings’ lives. 

Last Congress we enacted a 1-year moratorium on the HHS pro- 
posed rule so that the Institute of Medicine, the lOM, could study 
its potential effect. That study, released in July, resoundingly sup- 
ported HHS’s proposed rule. They concluded that, “broader sharing 
is likely to result in more of the most medically urgent patients re- 
ceiving first attention when waiting for donated livers.” 

The lOM study goes on to refute many of the criticisms that were 
raised about final rule. Broader sharing of organs does not require 
a national waiting list. Treating more medically urgent patients 
first does not mean wasting organs on patients too sick to benefit 
from a transplant. Broader sharing does not mean reduced services 
to minorities or closure of smaller transplant centers. The substan- 
tial health benefits of broader sharing would outweigh the mar- 
ginal effects of cost. 

We have the medical knowledge to do successful organ trans- 
plants. We need to make sure that we have in place a system, 
match that, and have a record that we have a system that makes 
the most of available organs. 

Let me just close by saying the following: In the aftermath of the 
joint hearing that we had with the Senate, I was a fairly new mem- 
ber of the committee. And the message that went out across the 
country, the impact of just having the hearing, really astounded 
me. It was yet another underscoring of the need to do better. 

Some have heavily criticized the organization that is in place and 
how they do their work. That is not what I am here for. I think 
that all of us together, wherever we come from, whatever we have 
in our districts, whatever take we have on this, have to really at 
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the end of the day be devoted to filling any kind of gap that exists. 
So I am looking forward to hearing from the panelists today. 

What I drew out of that hearing was that we do have some short- 
comings. It is not for a committee or organization to do — it is not 
good enough. I used to say when I was in local government, don’t 
tell me about your organization, tell me how effective your organi- 
zation is for the people I represent. 

So with that, Mr. Chairman, I hope that the people that testify 
will inform and enlighten us as to the results of the study and how 
they can direct themselves toward what is being proposed. I think 
they are steps in the right direction myself, and I appreciate your 
having this hearing. I think it is timely and critical. Thank you. 

Mr. Bilirakis. I thank the gentlelady. 

Mr. Barrett. 

Mr. Barrett. Thank you, Mr. Chairman. I thank you also for 
holding this very important hearing. 

This is an issue that I think combines so many different human 
elements and so many economic elements together at the same 
time that it is bound to raise emotions on all sides. As Ms. Eshoo 
said, I think all of us look at this issue a little differently depend- 
ing upon where we come from, whether we have a large center, 
small center, no center, or how close we are to a center. 

But I look at the issue, and notwithstanding all of the emotions, 
health issues, the urgency issues, I think frankly what we are talk- 
ing about here is very much an economic issue. These centers are 
big money-makers. And each one of us who has a center wants for 
economic reasons to maintain the economic resource that we have 
located in our own communities. There is nothing wrong with that. 
For those people who represent large centers, I understand where 
they are coming from. From people like myself, who come from 
mid-sized centers, I trust that the people who represent the large 
centers also understand where we are coming from. 

In the end, of course, we want to do what is right for the patient. 
But there is no correct answer written in the back of the book as 
to what is the right answer for the patient. 

The part of the country that I represent, the upper Midwest, does 
very, very well in producing several things. Ironically, we are deal- 
ing with one on the floor right now. We do very well in producing 
milk in the State of Wisconsin, as does Minnesota. There is another 
product that we do very well in the Midwest, and that is organs. 
For whatever reason, the people in our part of the country are very 
generous when it comes to giving organs. I would like to think that 
it is because we have this down-to-earth group of people who care 
about other people and society and are willing to make that sac- 
rifice. Others might have other explanations as to why that occurs, 
but the fact is that if you look at Wisconsin and Minnesota in par- 
ticular, we remain relatively high in the number of organs we 
produce. Correspondingly, we have health care centers and trans- 
plant centers that use some of these organs. 

I get back to the economic argument because I look at the report 
from the Office of the Inspector General fostering equity in patient 
access to transplantation, local access to liver transplantation, 
where the inspector general says that 80 percent of the liver trans- 
plants are done in 35 cities in this country. So right now people are 
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traveling to cities, 35 different cities, to get organ transplants. Now 
we are going to fight about which city they go to. 

I am obviously of the school of thought to say, well, if we want 
regions of the country to continue putting their emphasis on pro- 
curing organs, it makes sense not to penalize those regions of the 
country that do a good job of procuring organs. We could have 
taken another approach in our part of the country and instead of 
trying to harvest organs, we could have tried to harvest a waiting 
list and get as many people as we could on a waiting list so that 
there would be a lot of sick patients that would be on our waiting 
list. I personally think that that in the big picture is counter- 
productive. To say that what we should be doing is having the 
transplant centers put all of their emphasis on developing waiting 
lists, I think, is inevitably going to mean is they are going to put 
less emphasis on recruiting new organs. 

I certainly heard — or rather the analysis that said that people 
don’t care whether they know who the person is who is receiving 
the organ, that it doesn’t make any difference to them. Again, I 
might be living in not exactly in Garrison Keillor country, but close 
to it, where it does matter to people if they know somebody. We 
have stories in our community about somebody who donated this 
organ marrying someone who donated that organ, and there is this 
nice little storybook ending from people who have met through this 
network. 

So it is not big east coast stuff, it is not big west coast stuff, it 
is corny Midwest stuff, but I think it works. 

I think what happens is that we should be putting more empha- 
sis on increasing the supply of organs and stop fighting over where 
people are going to go, because again, as the inspector general’s re- 
port says, 80 percent of the people are traveling. Let’s not fight 
among the hospitals to develop waiting lists. Let’s work together to 
get more people to give organs. 

I would yield back the balance of my time. 

Mr. Bilirakis. I thank the gentleman for his remarks. 

Mr. Klink is not a member of this subcommittee, and that is the 
only reason that we passed over him in his opening statement. The 
rules state that I must do that. But in any case, he has a great 
interest in this subject, as he does in most health care subjects, 
and the Chair is pleased to invite him to make an opening state- 
ment if he wishes. 

Mr. Klink. I certainly thank the chairman for his courtesy. He 
has always been very courteous. Even in this case where he knows 
that he and I come down on different sides of this issue, he has 
gone out of his way to allow my voice to be heard, and I appreciate 
that. 

If ever there was an issue that deserves to be protected from po- 
litical maneuvering, it is indeed the issue of organ allocation. This 
is one of the few issues that we in Congress will deal with where 
there is no doubt about it, it is life or death. If you are the one that 
is waiting for the organ, you either get the organ, or you die. There 
is nothing abstract about it. 

Regardless of how each of us approaches this issue, I hope that 
all of us agree the best thing for everyone is to get this dispute out 
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of the annual appropriations process by for once and all estab- 
lishing the rules for how our organ network should operate. 

As I have seen this and I have studied it, there are two issues 
that are before us today: One, how do we make the allocation sys- 
tem fair and equitable; and, two, who should be responsible for set- 
ting and enforcing the policies for sharing organs? Should it be 
HHS or a government contractor? 

While the bill before us today is a sincere attempt by two of my 
dearest friends in the legislative body here to rewrite those rules, 
I must respectfully speak against H.R. 2418 because it does noth- 
ing, I think, to make the system more equitable because it dele- 
gates too much policymaking authority to a largely unaccountable 
government contractor. The fact is that every year people die un- 
necessarily because the current organ allocation system is broken. 
Whether or not you get an organ that can save your life will de- 
pend on where you live. But under the current system, depending 
on where the organ was harvested, it could be given to someone 
with years to live while someone in the next town across the wrong 
border may die while waiting for a transplant. 

One of the most difficult organs to transplant is the liver. Pio- 
neered at the University of Pittsburgh, upwards to 90 percent of 
all of the liver transplant surgeons today were either trained at the 
University of Pittsburgh or by doctors who were trained there. Yet 
facilities like Pittsburgh and other highly regarded transplant cen- 
ters which take on the most difficult and riskiest transplantations 
are struggling because they have the longest transplant list in the 
country. 

While these centers are highly regarded, many of their patients 
don’t come to them because of their reputation. The fact is that 
many of the patients come there and only seek them out after they 
have been turned down by their local transplant centers. There is 
very strong evidence to suggest that many smaller transplant cen- 
ters avoid the riskier transplants on the sicker patients because 
they are more difficult and would adversely impact their reputation 
should they not be successful. Without national standards for how 
people get listed or how organs should be shared, the organs do not 
follow the people that need them. This is not right, and it should 
be fixed. 

Ever since the rule was announced last April, its proponents 
have argued that the Secretary should not be allowed to set organ 
allocation policy because it involves a medical question that should 
best be left to medical professionals in the transplant community. 
I have to tell my colleagues that this argument causes me great 
difficulty when I know that if we share organs more broadly, lives 
would be saved. 

I agree with the views of those in the transplant community 
should be given great weight, but I disagree with the notion in this 
bill that the Secretary should totally refer to a contractor on ques- 
tions that are, “scientific, clinical, or medical in nature.” The big- 
gest opponent of any change and the proponent of this bill is the 
OPTN contractor, UNOS, who has a vested interest in not having 
the Department of Health and Human Service looking over their 
shoulders. Sadly, UNOS has budgeted upwards to $1 million of pa- 
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tients’ fees to lobby against the proposed changes. That is money 
that should have been spent saving lives. 

The argument that the Secretary is unqualified to deal with med- 
ical questions causes me great difficulty when I know that every 
year Medicare and Medicaid pay for more than 50 percent of the 
transplants in this country. I think it would be highly irresponsible 
for us as taxpayers to pay for those transplants without making 
sure that the money is spent equitably. Not only would we be dele- 
gating sole authority over allocation policy to a private contractor, 
which I think would be an unconstitutional delegation of legislative 
authority, but as the agency that oversees most of our health pol- 
icy, I don’t understand how the Secretary becomes less qualified to 
deal with allocation policy than she is in making scientific, clinical, 
or medical decisions as she oversees. Medicare, Medicaid, NIH, or 
the FDA. As the ranking Democrat on Oversight and Investigation, 
I fully agree with the Institute of Medicine that says “vigilant and 
conscientious oversight and the review of programs and policies are 
critically important to ensuring accountability on the part of the 
OPTN, and that the HHS final rule appropriately places this re- 
sponsibility with the Federal Government.” 

Again, I would close by saying that I must oppose H.R. 2418 as 
it is currently written because I feel it fails to improve the alloca- 
tion system, and it gives too much policy-setting authority to an 
unaccountable Federal contractor while severely restricting the 
Secretary’s authority to oversee the transplant network. People are 
dying because they happen to live in the wrong zip code and be- 
cause States don’t want to share their organs. Nowhere else in soci- 
ety would we allow a monopoly like this to continue. We have to 
put an end to this craziness. The No. 1 priority of organ allocation 
has to be medical necessity, not geography, period. 

Mr. Chairman, again, I thank you so much. I yield back my time, 
and I ask unanimous consent, to not prolong your hearing, I would 
like to submit questions for the witness in writing. 

Mr. Bilirakis. Without objection that will be the case. Of course, 
written questions are always provided to the witnesses to be re- 
sponded to. 

[Additional statements submitted for the record follow:] 

Prepared Statement of Hon. Barbara Cubin, a Representative in Congress 
FROM THE State of Wyoming 

Thank you, Mr. Chairman, for holding this important and timely hearing on 
organ allocation. I think many people, myself included, are happy to see legislation 
introduced that will address the problems associated with the 1998 proposed rule 
on a new organ allocation policy. 

I have grave concerns about Secretary Shalala’s proposed rule. The “sickest-pa- 
tient-first” standard, applied on a national basis, would result in more deaths and 
fewer successful transplants. 

In rural states, where most of the population is spread over large areas and many 
people live in rural communities, the number of transplants would drop, decreasing 
access to care if the “sickest-patient-first” standard were applied. 

A national list would give transplant programs in high-population areas access to 
more organs. Regions with small populations would have fewer. The northwestern 
region’s success in supplying quality, cost-effective transplants to all regions of the 
country could be reversed under this standard. 

I believe that decisions regarding organ procurement and transplantation policy 
are best left to the medical community, patients, and donor families. Local and re- 
gional distribution areas have many advantages including giving people local access 
to transplantation and shorter distances to travel with the transplant organ. Our 
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current allocation system achieves a balanced and fair distribution of organs for all 
who await a life saving transplant. 

I would like to commend the chairman, the subcommittee, and those involved in 
the drafting of H.R. 2418. This bill recognizes the importance of maintaining the re- 
gional boundaries in the current organ allocation system, and ensuring that medical 
experts ultimately make the decisions regarding organ transplantation. 

I would like to thank our witnesses for appearing here today, and look forward 
to hearing their testimony. Thank you, Mr. Chairman. 


Prepared Statement of Hon. Tom Bliley, Chairman, Committee on Commerce 

Thank you, Chairman Bilirakis, for convening this afternoon’s hearing on H.R. 
2418, the Organ Procurement and Transplantation Network Amendments of 1999. 

It has been well over a year since the Administration issued its regulation on the 
Organ Procurement and Transplantation Network. Some claim that the regulation 
changed the HHS Secretary’s oversight authority into a policy-making authority. 
Policy control of the Network is not what Congress intended, and that is not what 
the law permits. 

The Organ Procurement and Transplantation Network was authorized by Con- 
gress to make decisions without political interference. The decisions they make safe- 
guard the interests of not just those who are presently on a waiting list, but those 
unknown persons who will be placed on a waiting list in the future. 

Mr. Chairman, your bill would safeguard the independence of the Network. It also 
would increase the level of accountability of the Network by mandating timely re- 
ports on the performance of transplant centers within the Network. The bill includes 
an innovative enforcement mechanism that would mandate the payment of liq- 
uidated damages by transplant centers that try to cheat under the Network rules. 
You are also to be applauded for the provision that would offer assistance for living 
donors seeking to donate an organ to someone in another state. 

It is evident that a great deal of work and consultation went into this bill, Mr. 
Chairman, and I congratulate you for bringing H.R. 2418 to this stage in the au- 
thorizing process. I support your bill, Mr. Chairman, and I look forward to the testi- 
mony this afternoon and to a mark-up in the near future. 


Prepared Statement of Hon. John D. Dingell, a Representative in Congress 
FROM THE State of Michigan 

Mr. Chairman, a hearing on the subject of organ allocation is timely and I thank 
you for scheduling it. I know that we have many other issues to discuss and hope- 
fully resolve before this session ends. 

Mr. Chairman, there are a lot of reasons why we must reach some kind of collec- 
tive and durable agreement on the future course of organ allocation policy. Let me 
name a few. First, patients need and deserve an allocation program that is efficient 
and equitable. The ongoing struggle over the current organ allocation system is dis- 
couraging and harmful to the many persons across this country who are in need of 
an organ transplant. Second, the professional transplant community consists of tal- 
ented and dedicated professionals. Their views and concerns are important and need 
to be weighed in any organ allocation policy we develop. Third, the public has an 
important interest in organ allocation policy. I think the point is sometimes over- 
looked that when we speak of the proper role of the Secretary, we are ultimately 
speaking of the public’s interest in this matter. The Secretary is a steward of the 
public interest and is accountable as such. In my view, this is more so when we note 
the fact that a third or more of all organ transplants are paid for with taxpayer- 
funded health insurance programs such as Medicare and Medicaid. 

Some will argue that organ allocation is purely a matter of medicine and science 
and that public officials have no business in such matters. This is a curious argu- 
ment. We debate public policies on such medical and scientific issues as limits on 
stem cell and cloning research, pain management, the scope and direction of public 
research funded by the NIH, availability of FDA approved pharmaceutical products, 
reimbursement for medical procedures, protection of human research subjects, and 
so on. The argument that medicine and science are not proper areas for public scru- 
tiny is a dangerous notion and therefore should be rejected. 

Let me be specific. H.R. 2418 divorces the operations of a government contractor 
from any meaningful oversight by or accountability to the Department of Health 
and Human Services, the agency from which the contractor derives its authority to 
operate an organ allocation system. Without that government contract, the Organ 
Procurement and Transplantation Network would have no authority to operate. As 
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I have already noted, my concerns in this area are amplified by the fact that Medi- 
care and Medicaid pay for a substantial percentage of all organ transplants. There 
simply must be greater accountability of the Network to the Secretary than H.R. 
2418 would provide. 

I am also concerned that H.R. 2418 does not do enough to alleviate the shortage 
of organs. One example that comes to mind is the cost of immunosuppressive drugs. 
A major reason for long term failure of transplants is a lack of compliance with the 
life long drug therapy that is required for transplant patients. The major reason for 
a lack of compliance with immunosuppressive drug therapy is the lack of resources 
to pay for them. The result is that the organ fails and another is needed. We should 
examine this question and determine whether providing drug coverage for those 
who need it would be cost effective and help reduce the shortage of organs. 

We should also take a look at other ways to encourage donations. These include, 
for living donors, extended leave, expanded reimbursement for costs beyond that 
proposed in H.R. 2418, and expanded insurance coverage. More aggressive outreach 
by medical, educational, and legal professionals, as well as other community leaders, 
to promote awareness of the need for donations is also desirable. 

Mr. Chairman, I support the concept of engaging in an effort aimed at tr3dng to 
resolve the issues that have been so divisive. I see encouraging signs of movement 
from almost every direction. HHS has indicated that it is willing to repropose its 
allocation regulation in an effort to deal with some of the criticisms leveled against 
its earlier version. The study by the Institute of Medicine, particularly with respect 
to the role of waiting times, may also have had an influence on the Department’s 
thinking. The transplant community, for its part, has in some cases shown a rec- 
ognition of the merit of broader regions for sharing organs. There is not a complete 
meeting of the minds yet, but I sense that the differences may be smaller than a 
year ago. 

I am certainly willing to work with you and my colleagues on this. I thank the 
witnesses for appearing here today, and look forward to continued progress in in- 
creasing the supply of organs and making their allocation more equitable. 


Prepared Statement of Hon. Nathan Deal, a Representative in Congress 
FROM THE State of Georgia 

Thank you, Mr. Chairman for holding this important hearing regarding H.R. 
2418, the Organ Procurement and Transplantation Network Amendments of 1999. 
As a cosponsor of this legislation, I appreciate your efforts in addressing this issue 
and encourage the subcommittee to support this bill which is important to my con- 
stituents and the State of Georgia. 

As you know, this legislation reinforces the original intent of the National Organ 
Transplant Act of 1984 that is responsible for developing and maintaining the med- 
ical criteria and standards for organ procurement and transplantation resting with 
the medical community. It is my belief that properly trained physicians should be 
responsible for transplant issues, and we must ensure that these functions remain 
the sole discretion of the Organ Procurement and Transplantation Network (OPTN). 

Furthermore, it is vital that we increase the supply of donated organs around the 
country so that more people may receive transplants and we can achieve a just and 
equitable allocation system. To that end, H.R. 2418 includes provisions that require 
the OPTN to actively increase the supply of donated organs and authorize the Sec- 
retary of Health and Human Services to award grants related to increasing organ 
donation. Finally, the bill strengthens patient confidentiality safeguards and man- 
dates that transplant centers provide specific information to the patients. 

If implemented, the Department of Health and Human Services’ Final Rule on 
this matter will harm the state of Georgia. Currently, Georgians employ one of the 
best organ procurement systems in the country that results in better access to 
transplants. I fear that Georgians will no longer be as likely to donate their organs 
if the Final Rule is implemented and find it troubling that my state would be pun- 
ished for our successful organ procurement program. 

Again, I appreciate your efforts in introducing this legislation. I look forward to 
hearing from our witnesses and recommend that the subcommittee move ahead in 
this process to pass H.R. 2418. 

Mr. Bilirakis. The Chair calls the panel forward. Please come 
forward. 

Dr. William Raub is the Deputy Assistant Secretary for Planning 
and Evaluation/Science Policy with the Department of Health and 
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Human Services. Dr. William Payne is the director of the liver 
transplant program, Fairview Medical Center, Minneapolis, Min- 
nesota. Dr. Robert G. Gibbons, professor of biostatistics. School of 
Medicine, Department of Psychiatry, University of Illinois, Chicago; 
Dr. Joshua Miller, Division of Transplantation, Department of Sur- 
gery, University of Miami School of Medicine; Mr. Craig Irwin, 
president of the National Transplant Action Committee out of Port- 
land, Oregon; and Dr. John M. Rabkin, chief of liver transplan- 
tation, Oregon Health Sciences University, Portland, Oregon. 

Gentlemen, the committee welcomes you. Before we hear from 
the first witness, I unfortunately have a negative statement to 
make. I want to remind our witnesses, not only here but forever- 
more, that the committee expects to receive testimony 2 days prior 
to the hearing. The purpose of this rule, I think it is kind of obvi- 
ous, is to allow members and their staffs sufficient time to review 
the statements and educate themselves on the testimony that will 
be at the hearing. 

The testimony from the administration was not received until 1 
p.m. Today. Now, anyone tell me that that is unfair. That is unac- 
ceptable, and it shows, I think, blatant disrespect for the members 
of the subcommittee. And I know that the administration had to be 
aware that a hearing like this was going to take place because of 
the controversy that is involved. 

The committee noticed this hearing 1 week prior to the hearing 
date, providing ample time for invited witnesses to produce testi- 
mony. And please. Dr. Raub, this is certainly no reflection upon 
you personally, but I appreciate it if you would maybe pass the 
word on to the Department to give us the courtesy of submitting 
their testimony at least 2 days prior to the hearing. We have gotten 
complaints from the minority, too, in this regard so it doesn’t come 
just from the majority. I think that you can understand that. 

Mr. Brown, did you have anything that you wanted to comment 
in this regard? 

Mr. Brown. Only that I agree with your assessment, Mr. Chair- 
man. 

Mr. Bilirakis. All right. The committee ordinarily gives the ad- 
ministration witness 10 minutes to testify and the others 5 min- 
utes. But I am going to — ^you are all busy people, have taken time 
away from your schedules to be here. Anywhere between 5 and 10 
minutes would be appreciated because I know that you have an 
awful lot of valuable things to say to us. 

Dr. Raub, we would ask you to kick it off, sir. 
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STATEMENTS OF WILLIAM F. RAUB, DEPUTY ASSISTANT SEC- 
RETARY FOR PLANNING AND EVALUATION/SCIENCE POLICY, 
DEPARTMENT OF HEALTH AND HUMAN SERVICES; WILLIAM 
PAYNE, DIRECTOR, LIVER TRANSPLANT PROGRAM, FAIR- 
VIEW MEDICAL CENTER; ROBERT D. GIBBONS, PROFESSOR 
OF BIOSTATISTICS, SCHOOL OF MEDICINE, DEPARTMENT OF 
PSYCHIATRY, UNIVERSITY OF ILLINOIS AT CHICAGO, AC- 
COMPANIED BY MITCHELL W. SPELLMAN, PROFESSOR OF 
SURGERY EMERITUS AND DEAN OF MEDICAL SERVICES 
EMERITUS, HARVARD MEDICAL SCHOOL, AND SUSANNE 
STOIBER, EXECUTIVE OFFICER, INSTITUTE OF MEDICINE; 
JOSHUA MILLER, DIVISION OF TRANSPLANTATION, DEPART- 
MENT OF SURGERY, UNIVERSITY OF MIAMI SCHOOL OF 
MEDICINE; CRAIG IRWIN, PRESIDENT, NATIONAL TRANS- 
PLANT ACTION COMMITTEE; AND JOHN M. RABKIN, CHIEF, 
LIVER/PANCREAS TRANSPLANTATION HEPTOBILIARY SUR- 
GERY, OREGON HEALTH SCIENCES UNIVERSITY 

Mr. Raub. Thank you, Mr. Chairman. Good afternoon, Chairman 
Bilirakis, Congressman Brown, other members of the sub- 
committee. I am William Raub, Deputy Assistant Secretary for 
Science Policy at the Department of Health and Human Services. 
I appreciate your invitation to testify. 

I will discuss H.R. 2418 and also will testify in general about na- 
tional organ transplantation policies and the constructive discus- 
sions we have had with our colleagues in the transplant community 
about those policies. With your permission, I will submit my full 
statement for the record. 

Thanks in part to the passage of NOTA in 1984, organ transplan- 
tation now is a routine and widely endorsed procedure. Many orga- 
nizations and individuals deserve high praise for this achievement: 
The United Network for Organ Sharing; surgeons, physicians, 
nurses and other health professional who have committed them- 
selves to the practice of transplantation medicine; laboratory and 
clinical scientists who continue to generate new knowledge and 
technology that drives transplantation medicine to ever greater 
success; the staff of organ procurement organizations who work so 
diligently to acquire and transport organs to transplant programs; 
patients who provide invaluable insights as to how OPTN processes 
might be improved; and most of all, organ donors and their loved 
one whose decisions to share the gift of life enable transplantation 
medicine to flourish. 

Through the efforts of the Organ Procurement Transplantation 
Network, organ transplantation has become available to more and 
more chronically ill patients. Last year more than 21,000 Ameri- 
cans received organ transplants, but more than 4,000 people on 
transplant waiting lists died because of the scarcity of donated or- 
gans. As these lists grow, many more will die as the system con- 
tinues to strain under the demand for organs. 

In light of this demand, we in the administration believe that our 
first priority must be to increase organ donation. To that end, in 
December 1997, the Department launched its organ and tissue do- 
nation initiative to foster partnerships between public and private- 
sector organizations, to enhance public education about the need 
for donation, and to recruit potential donors. We believe that we 
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must work to ensure that the OPTN operates equitably and pro- 
vides the best possible outcomes for patients. 

This role for the Federal Government was recently affirmed by 
the Institute of Medicine, “The Federal Government as well as the 
transplantation community has a legitimate and appropriate role 
to play in assuring that the organ procurement and transplantation 
system serves the public interest, especially the needs and concerns 
of patients, donors, and families affected by it. The lOM learned of 
numerous instances in which weak governance tends to undermine 
the effectiveness of the system. Weak oversight has compromised 
accountability at all levels, permitted poor procedures for data col- 
lection and analysis to persist, and allowed the system to operate 
without adequate assessment of performance.” 

Thus, in commending the OPTN for its accomplishments, we can- 
not ignore the persistent flaws and unfairness in the system. The 
most medically urgent patients do not always receive priority. Pa- 
tients with similar levels of disease may have different outcomes 
depending on where they live or list. Distrust among transplant 
surgeons and hospital administrators sometimes impedes broader 
sharing of organs. True measures of equity to judge the OPTN do 
not exist. 

In recognition of a need for public sector oversight of the OPTN, 
and in response to provisions of the Consolidated Omnibus and 
Emergency Supplemental Appropriations Act of 1999, the Depart- 
ment has increased its efforts to assess the performance of trans- 
plant programs. With the assistance of staff from UNOS, the con- 
tractor for both the OPTN and the scientific registry, the Depart- 
ment staff analyzed OPTN outcome data for liver and heart trans- 
plants with respect to three critical issues: One, the likelihood that, 
having been listed as a transplant candidate, a patient would re- 
ceive an organ within 1 year; two, the likelihood that a patient will 
die within 1 year of listing while awaiting transplantation; and 
three, the likelihood that a patient would still be alive 1 year after 
listing irrespective of whether he or she underwent a transplant 
procedure. 

After risk adjustment, that is adjustment for differences in the 
mix of patients’ health status from program to program, the anal- 
ysis revealed substantial differences in outcome from one trans- 
plant program to another. These findings warrant attention by the 
OPTN. In the course of performing these analyses, the Department 
staff identified gaps in the data currently collected by the scientific 
registry; for example, additional clinical details about patients’ con- 
dition at the time of listing, which could improve risk adjustment, 
and additional data on clinical complications, which could help in 
assessing quality of life following transplantation. 

The Department intends to encourage UNOS in its management 
of the OPTN and its operation of the scientific registry to broaden 
the scope of data collection and make increased use of program-spe- 
cific performance analyses. 

Many of the flaws in the OPTN are addressed in the final rule 
issued by the Department in April, 1998, after extensive public 
comment and 3 days of public hearings. 

The rule requires the OPTN to develop policies that will result 
in standard listing practices and medically based definitions of pa- 
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tient status categories. The rule also requires policies that will en- 
courage broader geographic sharing of organs so that the most 
medically urgent patients receive transplants based on sound med- 
ical judgment. The rule leaves the policy decisions to the OPTN 
with oversight by the Department. 

I again quote from the lOM report: “Vigilant and conscientious 
oversight and review of program policies are critically important to 
ensuring accountability on the part of the OPTN and other partici- 
pants in the organ procurement and transplantation system. The 
final rule appropriately places this responsibility with the Federal 
Government. The lOM believes that this is an important aspect of 
the final rule and charge that should be pursued by the Federal 
Government in close cooperation with the full range of participants 
in the transplant community.” 

The Department concurs with the lOM. This is the balance we 
sought in the rule. 

Mr. Chairman, we have taken very seriously the charge we were 
given by the Congress last year to work cooperatively with the 
transplant community to clarify the intent and the effect of the 
rule. We very much appreciate the many hours that those in the 
community have spent meeting with us and their constructive ap- 
proach in identifying apparent problems and potential solutions 
through oral and written comments. In addition, we have carefully 
reviewed the lOM report and recommendations and have met with 
representatives of the lOM expert committee on two separate occa- 
sions. Also we are fortunate to have additional data pursuant to 
the study provisions of the omnibus bill. 

In response to these helpful comments and discussions, we have 
committed to revise the rule in important areas. For example, we 
intend to clarify the rule so that there is no doubt that the OPTN 
will develop allocation policies. We intend to ease any lingering 
concerns of the transplant community about the Secretary’s regu- 
latory authority by instituting an independent advisory committee, 
as recommended by lOM, to review major differences between the 
Secretary and OPTN on policy matters. 

Other areas of potential clarification or revision have been dis- 
cussed in detail with transplant community representatives. I be- 
lieve our revisions will address the major concerns we have heard 
from the transplant community, yet maintain the essential frame- 
work of the rule requiring standardization of certain practices and 
encouraging broader geographic sharing of organs. 

Consistent with the law, it is our intent that the rule once re- 
vised go forward to address inequities in the system identified by 
the Department and lOM. However, congressional review of the 
OPTN is essential; and the Department looks forward to working 
together with you, Mr. Chairman, and other Members of the Con- 
gress to develop legislation to reauthorize NOT A. Reauthorization 
should primarily address the needs of patients and also maintain 
the requirement of NOTA that there be a national, equitable sys- 
tem of organ allocation in the United States. We recommend that 
reauthorization reinforce the role of the Federal Government in 
overseeing the OPTN in accordance with the lOM recommenda- 
tions and that the statute continue to leave management and policy 
development of the OPTN in the private sector. 
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The Department is concerned that H.R. 2418 does not do enough 
to preserve and strengthen many of the attributes of the OPTN 
that have placed transplantation firmly within the medical main- 
stream. Indeed in some instances the bill takes a step backward. 
The Department therefore opposes H.R. 2419 in its current form. 
My full statement contains comments on specific provisions. 

In summation, Mr. Chairman and members of the subcommittee, 
the Department is committed to working with you and the mem- 
bers of the transplant community to create policies that improve 
the quality of care and the equity of our organ allocation system. 
While we have had our differences, our recent discussions with the 
transplant community have been quite promising. We hope that 
this spirit of cooperation can extend to our discussions on reauthor- 
ization of NOTA as well. Thank you for the opportunity to testify 
today. 

[The prepared statement of William F. Raub follows:] 

Prepared Statement of William F. Raub, Deputy Assistant Secretary for 

Science Policy, Office of the Assistant Secretary for Planning and Eval- 
uation, Office of the Secretary, Department of Health and Human Serv- 
ices 

Good afternoon, Chairman Bilirakis, Congressman Brown, and other members of 
the Subcommittee. I am William Raub, Deputy Assistant Secretary for Science Pol- 
icy at the Department of Health and Human Services. I appreciate your invitation 
to be here today to discuss H.R. 2418, a bill to reauthorize the National Organ 
Transplant Act (NOTA). I also will testify in general about national organ trans- 
plantation policies and the constructive discussions we have had with our colleagues 
in the transplant community about those policies. 

Thanks in large part to the passage of NOTA in 1984, the transplant network is 
very different from the system that existed then. Organ transplantation is no longer 
experimental; it is routine. The figurative handful of centers comprising the network 
in 1984 has grown into an enterprise of 891 organ-specific transplant programs. 
Technological advances allow excised organs to last much longer and to be trans- 
ported much farther than they could fifteen years ago. 

In many respects, NOTA and the transplant network it spawned have served pa- 
tients well. We have an organized national system requiring a structured approach 
to organ transplantation that did not previously exist. Allocation of scarce organs 
is done more cooperatively than in the past. Advances in drugs for immuno- 
suppression and techniques for lengthening cold ischemic time have resulted in high 
survival rates for transplant patients. 

Many organizations and individuals deserve high praise for the achievements of 
the Organ Procurement and Transplantation Network (OPTN): the United Network 
for Organ Sharing (UNOS); surgeons, physicians, nurses, and other health profes- 
sionals who have committed themselves to the practice of transplantation medicine; 
laboratory and clinical scientists who continue to generate new knowledge and tech- 
nology that drives transplantation medicine to ever-greater success; staff of the 
Organ Procurement Organizations (OPOs), who work so diligently to acquire and 
transport organs to transplant programs; patients, who provide invaluable insights 
as to how OPTN processes might be improved; and, most of all, organ donors and 
their loved ones, whose decisions to share the gift of life enable transplantation 
medicine to flourish. 

Their efforts have made organ transplantation available to more and more chron- 
ically ill patients. Last year more than 21,000 Americans received organ trans- 
plants. But more than 4,000 people on transplant waiting lists died because of the 
scarcity of donated organs. As these lists grow, many more will die as the system 
continues to strain under the demand for organs. 

We in the Administration believe that our first priority must be to increase organ 
donation. To that end, in December 1997, the Department launched its National 
Organ and Tissue Donation Initiative to foster partnerships between public- and pri- 
vate-sector organizations to enhance public education about the need for donation 
and to recruit potential donors. The centerpieces of this initiative are a rule, mod- 
eled upon legislation in Pennsylvania, requiring hospitals participating in Medicare 
to expand their reporting of imminent deaths and deaths to OPOs and a new $5 
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million grant program to learn more about what works in organ donation. We are 
pleased to report that organ donation increased by more than 5 percent last year 
as a result of our collective efforts, and we are hopeful that the upward trend will 
continue. Nevertheless, we recognize that the need for transplantation is growing 
faster than the supply of organs and that continued emphasis on both organ dona- 
tion and equitable organ allocation is necessary. 

A second priority for the Administration is to ensure that the OPTN established 
by NOTA works equitably and provides the best possible outcomes for patients. The 
role of the federal government in this area was recently affirmed by the Institute 
of Medicine (lOM), which was directed by Congress last year to study the national 
organ transplantation network. Two months ago, lOM reported that: 

The federal government, as well as the transplantation community, has a legiti- 
mate and appropriate role to play in ensuring that the organ procurement and 
transplantation system serves the public interest, especially the needs and con- 
cerns of patients, donors, and families affected by it. The [lOM] learned of nu- 
merous instances in which weak governance tends to undermine the effective- 
ness of the system . . . Weak oversight has compromised accountability at all lev- 
els, permitted poor procedures for data collection and analysis to persist, and 
allowed the system to operate without adequate assessment of performance. 

As I said, the OPTN should be commended for its wonderful accomplishments. 
Nevertheless, we cannot ignore the persistent flaws and unfairness in the system. 
The most medically urgent patients do not always receive priority. Patients with 
similar levels of disease may have different outcomes, depending on where they live 
or list. Distrust among transplant surgeons and hospital administrators sometimes 
impedes broader sharing of organs. True measures of equity to judge the OPTN do 
not exist. 

In recognition of the need for public-sector oversight of the OPTN and in response 
to provisions of the Consolidated Omnibus and Emergency Supplemental Appropria- 
tions Act of 1999, the Department has increased its efforts to assess the perform- 
ance of transplant programs. With the assistance of staff from UNOS, the contractor 
for both the OPTN and the Scientific Registry, Department staff analyzed OPTN pa- 
tient outcome data for liver and heart transplants with respect to three critical 
issues: 

the likelihood that, having been listed as a transplant candidate, a patient will 
receive a organ within one year; 

the likelihood that a patient will die within one year of listing while awaiting 
transplantation; and 

the likelihood that a patient will still be alive one year after listing, irrespective 
of whether he or she underwent a transplant procedure. 

After risk adjustment (i.e., adjustment for differences in the mix of patients’ 
health status from program to program), the analyses revealed substantial dif- 
ferences in outcomes from one transplant program to another. The principal findings 
for liver transplants illustrate this: 

ten percent of the programs have a risk-adjusted rate of transplantation within 
one year of listing of 71 percent or more; whereas, for another ten percent of 
the programs, the rate is 25 percent or less; 

the likelihood of dying within one year of listing while awaiting a transplant 
ranges from less than 8 percent to more than 22 percent; and 

the likelihood of surviving one year after listing as a transplant candidate or a 
recipient ranges from approximately 65 percent to almost 86 percent. 

The analogous values for heart transplants are 36-72 percent (transplantation 
within one year of listing), 9-23 percent (death within one year of listing while 
awaiting a transplant), and 67-84 percent (survival for one year after listing irre- 
spective of whether transplanted or not). 

In the course of performing these analyses. Department staff identified gaps in 
the data currently collected by the Scientific Re^stry — e.g., additional clinical de- 
tails about patients’ conditions at the time of listing (which could improve risk ad- 
justment) and additional data on clinical complications (which could help in assess- 
ing quality of life following transplantation). The Department intends to encourage 
UNOS, in its management of the OPTN and its operation of the Scientific Registry, 
to broaden the scope of data collection and make increased use of program-specific 
performance analyses. 

Although these findings warrant further study to determine the precise reasons 
for such variances in patient outcomes, one thing is clear. Where a patient lives or 
lists often does more to determine whether he or she gets a transplant than do med- 
ical considerations. Patients in like circumstances are being treated differently, in 
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clear contradiction of the premise of NOTA that we have an equitable national sys- 
tem of organ transplantation in the United States. 

Many of the flaws that I have discussed are addressed in the final rule for the 
OPTN that was issued by the Department in April, 1998, after extensive public com- 
ment and three days of public hearings. The rule requires the OPTN to develop poli- 
cies that will result in standard listing practices and medically based definitions of 
patient status categories. The rule also requires policies that will encourage broader 
geographic sharing of organs so that the most medically urgent patients receive 
transplants, based on the sound medical judgment of physicians under this general 
rubric. The rule leaves the policy decisions to the OPTN with oversight by the De- 
partment. 

In reference to the final rule, I again quote from the lOM report: 

Vigilant and conscientious oversight and review of programs and policies are 
critically important to ensuring accountability on the part of the OPTN and 
other participants in the organ procurement and transplantation system. The 
Final Rule appropriately places this responsibility with the federal government. 
The [lOM] believes that this is an important aspect of the Final Rule and 
charge that should be pursued by the federal government in close cooperation 
with the full range of participants in the transplant community. 

The Department clearly concurs with the lOM. There should be vigilant govern- 
ment oversight and close cooperation with the transplant community. This is the 
balance we sought in the HHS rule. 

Mr. Chairman, we have taken very seriously the charge we were given by the 
Congress last year to work collaboratively with the transplant community to clarify 
the intent and effect of the rule. We very much appreciate the many hours that 
those in the community have spent meeting with us and their constructive approach 
in identifying apparent problems and potential solutions through oral and written 
comments. In addition, we have carefully reviewed the lOM report and rec- 
ommendations and have met with representatives of the lOM committee on two sep- 
arate occasions. As I have indicated, we are also fortunate to have additional data 
pursuant to the study provisions in the omnibus bill. 

In response to these helpful comments and discussions, we have committed to re- 
vise the rule in important areas. For example, we intend to clarify the rule so there 
is no doubt that the OPTN will develop allocation policies. We intend to ease any 
lingering concerns of the transplant community about the Secretary’s regulatory au- 
thority by instituting an independent advisory committee — as recommended by 
lOM — to review major differences between the Secretary and OPTN on policy mat- 
ters. Other areas of potential clarification or revision have been discussed in detail 
with transplant community representatives. I believe our revisions will address the 
major concerns we have heard from the transplant community yet maintain the es- 
sential framework of the rule requiring standardization of certain practices and en- 
couraging broader geographic sharing of organs. 

Consistent with the law, it is our intent that the rule, once revised, go forward 
to address inequities in the system identified by the Department and lOM. How- 
ever, congressional review of the OPTN is essential, and the Department looks for- 
ward to working together with you, Mr. Chairman, and other members of Congress 
to develop legislation to reauthorize NOTA. Reauthorization should primarily ad- 
dress the needs of patients and also maintain the requirement of NOTA that there 
be a national, equitable system of organ transplantation in the United States. We 
recommend that reauthorization reinforce the role of the federal government in 
overseeing the OPTN, in accordance with the lOM recommendations, and that the 
statute continue to leave management and policy development of the OPTN in the 
private sector. 

The Department is concerned that H.R. 2418 does not do enough to preserve and 
strengthen many of the attributes of the OPTN that have placed transplantation 
firmly within the medical mainstream. Indeed, in some instances, the bill takes a 
step backward. The Department, therefore, opposes H.R. 2418 in its current form. 
The following paragraphs describe our principal concerns. 

• While calling for a national system to match organs and individuals who need 
organ transplants, the bill does nothing to decrease the reliance on arbitrary 
geographic boundaries and the inequities that result. Commenting specifically 
on allocation of livers, lOM concluded that “the fairness of the organ procure- 
ment and transplantation system, and its effectiveness in meeting its stated 
goals, would be significantly enhanced if the allocation of scarce donated livers 
were done over larger populations than is now the case.” Medical outcomes, 
waiting time and the possibility of fatality should not depend on the geographic 
location of a transplant program at which a patient is wait-listed. 
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• H.R. 2418 does not ensure that patients and referring physicians can obtain the 

kinds of program-specific information they need to make decisions about wheth- 
er, when, and where to seek transplantation. Although H.R. 2418 provides for 
program-specific data on such items as the probability of receiving an organ 
transplant, the waiting time for similarly situated patients, and the medical 
outcomes for similarly situated patients, the bill does not specify that this infor- 
mation also be timely and easy to use. Out-of-date information can lead refer- 
ring physicians and patients to make less than optimal decisions. 

• H.R. 2418 would erode the role of the federal government in providing oversight 

of the OPTN. The OPTN, by its structure, is not able to incorporate into its ac- 
tivities the public policy considerations that underpin the NOTA. The Depart- 
ment believes that it must continue to be an active partner with the private- 
sector in striving to fulfill the goals of the OPTN. Indeed, the overarching pur- 
pose of the OPTN rule is to clarify the nature and extent of oversight by the 
Department while ensuring a continued prominent role for transplantation pro- 
fessionals, patients / patient-advocates, and other organizations and individuals 
in the private sector. 

• As you know, under the U.S. Constitution, a private entity cannot perform func- 

tions inherent to the federal government. Yet the bill does not stipulate that 
binding policies for the OPTN be approved by the federal government. 

• Although H.R. 2418 requires that the Board of the OPTN have physician rep- 

resentation of no less than 50 percent, it makes no such percentage require- 
ments for patients and donor families, who we believe should have a significant 
representation on the Board. 

In summation, Mr. Chairman and members of the Subcommittee, the Department 
is committed to working with you and the members of the transplant community 
to create policies that improve the quality of care and the equity of our organ alloca- 
tion system. While we have had our differences, our recent discussions with the 
transplant community have been quite promising. We hope that this spirit of co- 
operation can extend to our discussions on reauthorization of NOTA as well. Thank 
you for the opportunity to testify today. 

Mr. Ganske [presiding]. Thank you, Mr. Raub. By the way, why 
was your testimony so late? 

Mr. Raub. Sir, the invitation to the Department, as I understand 
it, arrived at the end of last week. We worked very hard over 
the 

Mr. Ganske. The invitation I am told arrived last Tuesday. 

Mr. Raub. That is not my knowledge, sir, but I have no reason 
to dispute your statement. 

Mr. Ganske. Okay. If it arrived last Tuesday, why did we not re- 
ceive your testimony until today? Will you take personal responsi- 
bility and find out what the delay was? 

Mr. Raub. Yes, sir, I will. 

Mr. Ganske. Thank you. Dr. Payne? 

STATEMENT OF WILLIAM PAYNE 

Mr. Payne. Thank you, Mr. Chairman and distinguished mem- 
bers of the committee. It is an honor to testify today as the current 
President of UNOS, the United Network for Organ Sharing. I am 
Bill Payne, a liver transplant surgeon and Director of the Liver 
Transplant Program at the University of Minnesota. 

On behalf of UNOS I will be speaking in support of H.R. 2418. 
First, however, I would like to provide a brief report on three major 
improvements made since we last appeared before you. 

In June, the UNOS board of directors voted to institute a major 
change to the liver allocation policy by establishing region-wide 
sharing for the most urgent patients. This new policy, which has 
been in development for several years, addresses many of the con- 
cerns that have been raised with regard to allocation over the last 
year. 
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Each year more than 4,000 people die needlessly because of the 
organ shortage. I am pleased to report that UNOS recently com- 
pleted a pilot test of its new critical pathway for organ donor man- 
agement developed under our contract with HRSA. The study re- 
vealed a 10.4 percent increase in the number of organs recovered 
per donor at pilot sites. 

This is extremely important news. The organ supply has re- 
mained roughly the same for years despite everyone’s best efforts. 
As this new organ recovery technique is implemented nationally we 
expect a 10 percent increase, the largest in a decade. 

Finally, UNOS recently unveiled an impressive array of new on- 
line data for patients and the public. By updating our Internet site 
we have an all new section called “Transplant Patient Data 
Source.” we are now providing the latest statistics on survival rates 
on every transplant program in the country, the size of waiting 
lists and waiting times at each center and OPO, and the supply of 
donated organs nationally by State and by transplant center. 

This unique research tool offers patients the critical information 
they need to evaluate transplant centers in a user friendly format. 
Consumer information and scientific data of this kind is unprece- 
dented, available nowhere else in medicine. In fact, we recently 
asked Arthur Andersen to conduct a study to evaluate the data 
published by leading major health organizations. Arthur Andersen 
polled 40 Federal public health agencies and national private 
health care organizations and found that other than the small bone 
marrow transplant registry, none of the organizations polled col- 
lects or analyzes center-specific data or health care-related outcome 
data and makes it available to the public to the extent that UNOS 
does. 

With regard to H.R. 2418, I am proud to represent the UNOS 
membership in strongly supporting this legislation. Mr. Chairman, 
we very much appreciate your leadership on this issue and com- 
mend you for your hard work and the truly bipartisan support for 
this legislation. We support this bill for many reasons. 

First, the bill reinforces the original intent of NOTA. It was 
Chairman Bliley and other members of this committee who de- 
signed the current public-private structure that keeps the delicate 
medical decisionmaking with doctors and the medical community. 
H.R. 2418 preserves the original intent of NOTA by restating that 
the responsibility for developing, establishing and maintaining 
medical criteria and standards for organ procurement and trans- 
plantation rests in the private sector and the medical community. 

This inclusive and democratic policymaking process ensures that 
transplantation policy reflects the consensus of the community 
while addressing the issues facing practitioners and patients every 
day. 

Second, the bill also updates NOTA by providing new direction 
in important areas such as enforcement, accountability, and patient 
confidentiality. It provides several new means by which the net- 
work can enforce its policies. It also includes new requirements im- 
proving the network’s public accountability. Specific and detailed 
data reporting requirements will now be mandated by law. The bill 
also provides for a new periodic evaluation of the network’s per- 
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formance by the GAO to be submitted to Congress for review. 
UNOS strongly endorses these new oversight measures. 

The bill also ensures that in an effort to provide more informa- 
tion to the public, the confidentiality of patients pre and post trans- 
plant will not be compromised. We wholeheartedly support this im- 
portant protection for patients. 

Finally and perhaps most importantly, the bill provides new in- 
centives for donation. Simply put, too few people give the gift of 
life. The medical community struggles daily with families torn with 
grief over the loss of a loved one who through fear or mistrust 
choose not to allow organs to live on. This bill represents further 
commitment by Congress to help us increase donation. 

Mr. Chairman, we believe all of these provisions are great im- 
provements to NOTA and that a reauthorization is timely and nec- 
essary. We urge the committee to pass it, and again thank you for 
the opportunity to appear before you today. I would be happy to an- 
swer any questions you may have. 

[The prepared statement of William Payne follows:] 

Prepared Statement of William Payne, President, United Network for 

Organ Sharing 

Mr. Chairman, distinguished members of the Committee, it is an honor to be here 
today to testify as the current President of the United Network for Organ Sharing, 
or UNOS. My name is Bill Payne, and I am a liver transplant surgeon currently 
serving as Chief of Staff at Fairview University Medical Center in Minneapolis, 
Minnesota, where I also am Director of the Liver Transplant Program. 

UNOS members elect a new president each June, and my predecessors have ap- 
peared before you in the past. Therefore, you know that UNOS has been the Organ 
Procurement and Transplantation Network — the OPTN, or Network — since the pas- 
sage of NOTA in 1986, and continues to operate this national Network under con- 
tract with the Department of Health and Human Services. Because we have testi- 
fied before you in the past, I will only briefly recount who UNOS is and what we 
do. 

As a private membership organization, UNOS includes every transplant center 
and organ procurement organization in the United States. The corporation qualifies 
under federal law as a charitable, teix-exempt scientific and educational organiza- 
tion. Although we employ almost 200 full-time staff, the important clinical and sci- 
entific work of UNOS, as well as the critical establishment of national transplant 
standards and policies, is accomplished by thousands of volunteers. 

UNOS incorporates and embodies the entire organ transplant community in this 
country. It comprises surgeons, physicians, nurses, ethicists, and allied health pro- 
fessionals, as well as patients, patient advocates, and donor family members, all of 
whom have dedicated hundreds of thousands of hours to the operation of this crit- 
ical life-saving Network. 

It has been a year since UNOS last appeared before this Committee to testify on 
issues relating to organ transplantation. And, as you know, much has happened 
since then. I want to take this opportunity to inform you of several significant 
changes that have been made since we appeared last. In the last year, UNOS has: 

• Implemented new liver allocation policies; 

• Increased the supply of organs; and 

• Published new, extensive data for patients and the public. 

NEW UNOS INITIATIVES 


New Liver Allocation Policy 

Today’s liver allocation policy is significantly different than when this issue was 
last before the Committee. In June, the UNOS Board of Directors voted to institute 
a dramatic change to the liver allocation policy that has been in development for 
several years. The new policy establishes region-wide sharing for the most urgent 
patients — the subset of patients doctors agree have the best chance of a successful 
transplant. This policy is founded on broad community consensus because it 
achieves the benefits of broader sharing while avoiding the problems that many 
think are inherent in the distribution of livers over excessively large areas, such as 
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increased retransplants or decreased access at smaller centers. This action is a 
major step toward the goal of broader sharing of livers and addresses many of the 
concerns that have been raised with regard to allocation over the last year. 

This new sharing policy is also consistent with the Institute of Medicine’s (lOM) 
recent recommendation that livers be shared in areas with a base population of 9 
million versus the much smaller organ procurement organization (OPO) service 
areas. Since UNOS’ 11 regions range in population from 10 million to 40 million, 
these areas are significantly larger than those recommended by the lOM. Needless 
to say, we will still be examining the lOM’s recommendations to determine its ad- 
vantages or disadvantages over the current system. 

Increasing the Organ Supply 

Regarding organ donation, I am pleased to report that UNOS has developed a 
new technique that has the potential to increase the overall number of transplant- 
able organs by more than 10 percent. As you know, the organ supply has remained 
roughly the same for years, despite the best efforts of everyone involved in trans- 
plantation. UNOS recently completed a pilot test of the new UNOS Critical Path- 
way for organ donor management developed under our contract with the Health Re- 
sources and Services Administration (HRSA). 

The study revealed that use of this new protocol resulted in a 10.4 percent in- 
crease in the number of organs recovered per donor at the test sites. The study also 
demonstrated that use of the Pathway reduced costs and did not increase the time 
spent in donor management. As the Pathway is implemented across the country, we 
expect to see a nationwide increase in the organ supply on the order of 10 percent, 
the largest increase in more than a decade. 

New Data Available for Patients 

Another significant change that has taken place since we were before the Com- 
mittee last involves new information and data that we have made available to the 
public. Two weeks ago, UNOS unveiled an online resource to provide the transplant 
community and the public with unprecedented access to organ transplant informa- 
tion by utilizing the latest in Internet technology. 

Available on our web site (www.unos.org/patients). Transplant Living is a new 
site offering patients and their families a single, comprehensive source for every- 
thing they want and need to know to handle the often tough decisions involved in 
obtaining an organ transplant. It is designed to help those who have just discovered 
they need a transplant better understand the process, and help them feel they are 
making the best choices for their care. 

Among its many resources, the web site features Transplant 101, designed to be 
a step-by-step guide for patients and their families for every stage of the organ 
transplant process. There is helpful information on financing transplants, local sup- 
port groups, instructions on how to get on waiting lists, as well as past experiences 
from transplant recipients, professionals and family members of organ donors 

The UNOS Internet site has been updated with a new section called. Transplant 
Patient DataSource. This part of our web site provides the latest statistics on: 

• Survival rates for every transplant program in the country; 

• The size of waiting lists and waiting times at each center and OPO; and 

• The supply of donated organs, nationally, by state, and by transplant center. 

This unique research tool offers patients the critical information they need to 

evaluate transplant centers when making decisions about obtaining a life-saving 
organ. This kind of consumer information and scientific data is unprecedented be- 
cause nowhere else in medicine is this level of detailed, institution-specific data 
available. 

UNOS is extremely proud to have been able to step into this leadership role in 
medicine, not only for the United States, but for the entire world. Through our part- 
nership with HHS, under our contracts with HRSA, and through other funding ar- 
rangements, we have been able to provide more extensive data for patients and the 
public than any other public or private institution in medicine. 

Ask yourself this question: If your doctor told you today that you had a life-threat- 
ening condition, could you find information about where you could receive treat- 
ment, and the track record at each hospital where it is provided? Could you learn 
the number of similar cases and the results at each of those centers, including every 
center’s survival rate? 

Unless the treatment you need is an organ or bone marrow transplant, the an- 
swer is no. 
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Arthur Andersen Study 

We recently asked the world’s leading information and management consulting 
firm, Arthur Andersen, LLP, to conduct a study to evaluate the extent to which 
leading major health organizations collect outcomes data and provide center-specific 
information to the public. 

Arthur Andersen polled 40 federal public health agencies and national private 
health care organizations and found that other than the bone marrow transplant 
registry, none of the organizations polled collect or analyze center-specific data or 
healthcare-related outcome data, or make it available to the public to the extent 
that UNOS does. Three of the organizations noted that they make efforts to track 
other types of data, e.g. number of cases, case demographics, etc., but that the data 
is not made publicly available. 

We believe the findings of this survey by Arthur Andersen confirm the unique and 
unprecedented depth of information UNOS now makes available to anyone inter- 
ested in organ transplants. 

UNet 

Beyond the new, improved outreach to patients and their families, UNOS is 
launching a similar, but secure, Internet-based transplant information resource to 
help doctors and the transplant community match donors to recipients faster and 
more efficiently. UNET®"’ replaces an older, less user-friendly computer system, and 
should eliminate many of the time-consuming telephone calls and faxes required to 
coordinate the donation, allocation, and transplantation of life saving organs. 
UNET®"" is scheduled to go online next week, offering physicians and organ centers 
unprecedented, real-time access to the latest organ transplant information. 

Both of these Internet-based efforts are a direct response to feedback and sugges- 
tions from UNOS’ network of patients, families, doctors and medical professionals. 
With its lifesaving charter, UNOS continually evaluates different ways to improve 
the system and help make donation and transplant data readily available. 

NOTA REAUTHORIZATION 

With regard to H.R. 2418, the bill that is before the Committee today, I am proud 
to represent the UNOS membership in strongly supporting this legislation. As I 
stated in my July 14, 1999 letter to you, Mr. Chairman, we very much appreciate 
your leadership on this issue and commend you for your hard work in developing 
this legislation and the bipartisan support it has received. 

Since 1990, when NOTA was last reauthorized, many of us in the transplant com- 
munity have been anxious about the state of transplantation, and the Federal gov- 
ernment’s commitment to the public-private partnership established in NOTA. We 
are enthusiastic about the prospect of NOTA reauthorization and the opportunity 
to update and strengthen current law. Specifically, we support H.R. 2418 for the fol- 
lowing reasons. 

H.R. 2418 Reinforces the Original Intent of NOTA 

It was Chairman Bliley and other members of this Committee who designed the 
current public-private partnership that we now know as the Organ Procurement 
and Transplantation Network. The beauty of this structure is that it keeps delicate 
and informed medical decision making in the medical and transplant community 
and out of the political realm. 

We at UNOS, as the Network contractor since its inception, believe that the vision 
of NOTA’s original authors has been a successful model of great service to patients. 
The current system serves as a check and balance system, producing the best med- 
ical decisions and the best transplant policies for current and potential organ donors 
and recipients. 

H.R. 2418 preserves the original intent of NOTA by restating that the responsi- 
bility for developing, establishing and maintaining medical criteria and standards 
for organ procurement and transplantation rests in the private sector and the med- 
ical community. With doctors, patients, donor families, procurement coordinators, 
ethicists, government officials, and others participating in a democratic policy mak- 
ing process, transplantation policy can reflect a consensus of the community while 
addressing the issues facing practitioners and patients every day. 

H.R. 2418 Creates New Enforcement and Accountability Requirements 

Within the framework of the original NOTA, H.R. 2418 updates NOTA by pro- 
viding new direction in important areas such as enforcement, accountability, and 
patient confidentiality. 

Enforcement: Over the years, the transplant community has been concerned that 
the Network lacked any real mechanisms to enforce its policies. H.R. 2418 provides 
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for several actions that the Network may take in this regard. This approach is con- 
trasted with what many have regarded as the only enforcement mechanism avail- 
able to the Network under current law: the severe penalty of a hospital or OPO los- 
ing its eligibility to be a Medicare provider (so severe a penalty that it is unlikely 
to ever be invoked). The bill’s proposed intermediate actions include: 

• Payment of damages by Network participants who are found to be non-compliant 

with Network policies through a peer review process; 

• Suspension of a transplant program’s ability to receive organs for transplantation; 

and 

• Public designation as a member not in good standing. 

Accountability: In addition to new enforcement mechanisms, H.R. 2418 includes 
new important requirements designed to make the Network more accountable to 
Congress, the Secretary of Health and Human Services and the public. For the first 
time, specific and detailed data reporting requirements will be mandated by law. 
This ensures that the extensive data that UNOS has recently made available to the 
public will always be available in the future. The bill also provides for a new peri- 
odic evaluation of the Network’s performance by the Comptroller General of the 
United States, which shall be submitted to Congress for its review. Never before 
have such oversight measures been required by law, and we support them. 

Patient Confidentiality: As a significant new addition to NOTA, H.R. 2418 con- 
tains a specific provision to protect patient confidentiality. This provision ensures 
that, in an effort to provide more information to the public regarding transplant 
hospital waiting lists and outcomes, the confidentiality of patients — pre- and post- 
transplant — will be protected. Many people do not realize the depth of information 
that patients must disclose to be placed on a waiting list to receive an organ trans- 
plant. As with any medical information, disclosure of this information — even if unin- 
tended — can have devastating effects on people lives. We wholeheartedly support 
this important protection for patients. 

H.R. 2418 Provides New Incentives for Donation 

Perhaps most important are the bill’s provisions aimed at increasing donation. All 
of us involved in organ transplantation struggle regularly with our frustration over 
the shortage of donor organs. Each year, nearly 4,000 people die needlessly because 
too few people give the gift of life. The medical community struggles daily with fami- 
lies torn with grief over the loss of a loved one, who, through fear or mistrust, 
choose not to allow organs to live on. 

We know that Congress is committed to helping us bridge the gap. There have 
been several recent steps taken such as the passage of the Organ Donor Leave Act. 
For the past several years. Congress has also been generous in appropriating more 
funds dedicated to educating people about organ donation. This bill continues that 
trend. 

The bill also provides resources to HHS to seek out the “best practices” in organ 
procurement so they can be duplicated around the country. I, for example, come 
from a state that has a great success rate in recovering organs. These funds could 
help facilitate information sharing and training between OPOs, hospital personnel 
and others around the country, allowing for the best and most successful ideas to 
be replicated. 

Summary 

Mr. Chairman, we believe all of these provisions are great improvements to NOTA 
and that a reauthorization is timely and necessary. We support the bill and urge 
the Committee to pass it. Again, thank you for the opportunity to appear before you 
today. 

Mr. Ganske. Thank you. Mr. Gibbons? 

STATEMENT OF ROBERT D. GIBBONS 

Mr. Gibbons. Good afternoon, Mr. Chairman and members of the 
committee. My name is Robert Gibbons and I am a professor of bio- 
statistics at the University of Illinois in Chicago, and also a mem- 
ber of the Institute of Medicine’s Committee on Organ Procurement 
and Transplantation. With me today is another member from the 
lOM committee. Dr. Mitchell Spellman, who is Professor of Surgery 
Emeritus and also Dean of Medical Services Emeritus for Harvard 
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University Medical School. And also with me is Susanne Stoiher, 
the Executive Officer of the Institute of Medicine. 

We are pleased to have this opportunity on behalf of our fellow 
committee members and the Institute of Medicine to talk to you 
about our report on organ procurement and transplantation. Copies 
of the report’s executive summary have been submitted for the 
record and preliminary print of the full report has been available 
to members of this subcommittee. 

The lOM was asked by Congress to review the regulation pub- 
lished by the Department of Health and Human Services in April 
1998. Congress asked lOM to review its potential effect on access 
to transplantation services, organ donation rates, waiting times, 
survival rates and cost of organ transplantation services. 

Much of the public debate that led up to Congress asking for our 
report centered on the observation that the time it takes to receive 
a liver transplant varies greatly depending on the location of the 
transplant center where the patient was placed on the waiting list; 
namely, geographic heterogeneity. Our committee quickly discerned 
that on the one hand this claim was highly overstated, but on an- 
other it diverted attention from very real and very important 
issues. 

The reason this view is misleading is that it aggregated data 
across all the levels of severity of patients. Patients in liver Trans- 
plantation are broken down into four status groups depending on 
the severity of their condition. The most severely ill patients, which 
are called status 1 patients, have a life expectancy of approxi- 
mately a week. By contrast, the less severely ill patients, status 3 
patients and sometimes status 2B patients, may wait months or 
even years for a transplant. 

Among the status 1 patients, the severely ill patients, there is 
very little variation in waiting time. On average these patients who 
do get transplanted do so within 4 days. This is not the case for 
the less severely ill patients who can wait months or possibly years 
based on differing policies and practices among the transplant cen- 
ters on when these patients are placed on the list. 

It is these listing practices that gave the overall impression that 
there were large heterogeneity in the median waiting times. Impor- 
tant to note is that more than 50 percent of the patients are, in 
fact, status 3 patients accounting for the variation in the median. 

In terms of our analysis, for a variety of reasons the lOM com- 
mittee focused its attention on livers. We reviewed over 68,000 
liver transplant records for every liver transplant patient on the 
list from 1995 through 1999. This was a huge data base. 

Attached to my testimony is a map showing the configuration of 
the 63 organ procurement organizations, which I will call OPOs 
from here on, covering the U.S. and its territories. The populations 
covered by these OPOs varied from 1 million to 12 million people. 

We determined in an important finding that OPOs serving larger 
populations are associated with improved access overall for those 
patients most in need of a transplant. The committee found specifi- 
cally that for status 1 patients, those most severely ill patients 
most in need of a transplant, they would receive transplants — they 
wait a comparable period of time across the country, about 4 days 
on average. However, transplantation rates do vary for patients 
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who are not as ill, with smaller OPOs having a larger proportion 
of status 2B and status 3 patients receiving transplants relative to 
the larger OPOs. Consequently patients who are less ill sometimes 
receive transplants before more severely ill patients who are served 
by a different organ procurement organization. 

Based on the data available and our analysis, these differences 
begin to disappear when the population served by the OPO reached 
9 million people or more. For that reason, and because the prob- 
ability of a suitable match between a donated liver and a status 1 
patient increases as the size of the population covered increases, 
we concluded that liver allocation areas should be established to 
cover an area large enough to serve at least 9 million people. 

There were many other findings by the committee, but I will 
highlight a couple. Our analyses indicated that the longer that sta- 
tus 2B and status 3 patients are on the list, the lower their likeli- 
hood is that they will die or receive a transplant. This finding also 
led the committee to the conclusion that the time on the waiting 
list is not an appropriate criterion for allocating organs among the 
less severely ill patients. 

Finally, we also looked at existing sharing arrangements and we 
found that the existing sharing arrangements did, as we would ex- 
pect, increase status 1 transplantation rates and decrease the rate 
of transplantation of the less severely ill patients without increas- 
ing their pretransplantation mortality rates. 

There were several concerns expressed about the notion of broad- 
er sharing. The first was whether or not there would be a limita- 
tion on minority access or access to low-income patients. The com- 
mittee did not find any evidence in support of these concerns. 

Information available to the committee indicated that the small- 
est transplant centers are not a major source of access for racial 
and ethnic minorities. Moreover, we found the evidence that small 
centers would be forced to close under broader sharing arrange- 
ments to be inconclusive. 

We also heard concern that distributing organs across a wider 
area would discourage donation and again we found no evidence in 
support of this idea. 

Finally, we also found that broader sharing would significantly 
increase the cost of transplantation and although it will increase 
the cost, only marginally compared to the total expenditures for 
transplantations . 

Finally, the committee concluded that achieving the goals of the 
National Organ Transplant Act requires an active Federal role in 
review and oversight and this should be done in collaboration with 
representatives of those involved in transplantation, including pa- 
tients, donor families, physicians, nurses, OPOs and transplant 
centers. At the heart of this there should be an independent sci- 
entific review board that should assist with policies and proce- 
dures, making sure that they are well grounded in medical science; 
that there is a cohesive and strategic approach to the entire trans- 
plantation system; that the interests of transplant patients and 
donor families are given paramount concern; and credibility and 
trust are maintained with patients in the transplant community 
and the general public. 

Thank you. 
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[The prepared statement of Robert D. Gibbons follows:] 

Prepared Statement of Robert D. Gibbons, Professor of Biostatistics, 
University of Illinois at Chicago 

Good afternoon Mr. Chairman and members of the Committee. My name is Robert 
D. Gibbons. I am a Professor of Biostatistics at the University of Illinois at Chicago 
and a member of the Institute of Medicine (lOM) Committee on Organ Procurement 
and Transplantation Policy. With me is another member of the lOM committee, 
Mitchell W. Spellman, M.D., Ph.D. Dr. Spellman is professor of surgery, emeritus, 
and dean for medical services, emeritus, at the Harvard Medical School. [Also with 
me is Ms. Susanne Stoiber, the Executive Officer for the lOM.] 

We are pleased to have this opportunity — on behalf of our fellow committee mem- 
bers and the Institute of Medicine — to talk about our report on organ procurement 
and transplantation. Copies of the report’s Executive Summary have been submitted 
for the record, and a preliminary print of the full report has been available to the 
members of this Subcommittee. I have a short oral statement and Dr. Spellman and 
I [OR, the three of us] will be pleased to answer any questions you may have about 
the report. 


THE committee’s ASSIGNMENT 

The lOM was asked by the Congress to review a regulation published by the De- 
partment of Health and Human Services (DHHS) in April 1998. That regulation set 
forth various requirements and procedures to be followed by the Organ Procurement 
and Transplantation Network (OPTN) in carrying out its responsibilities under the 
National Organ Transplant Act (NOTA). The Congress suspended implementation 
of the regulation and asked the lOM to review its potential effect on several impor- 
tant issues, including: 

• Access to transplantation services by low-income populations and racial and eth- 

nic minorities; 

• Organ donation rates; 

• Waiting times for organ transplants; 

• Patient survival rates and organ failure rates; and 

• Costs of organ transplantation services. 

Our report examines each of these issues, and sets forth several conclusions and 
recommendations. 


THE INITIAL PUBLIC DEBATE 

Much of the public debate, leading up to the Congress asking for our report, cen- 
tered on the observation that the time it takes to receive a liver transplant varies 
greatly, depending upon the location of the transplant center where the patient has 
been placed on the waiting list. This geographic inequity was put forward as evi- 
dence that the current system is grossly inequitable. Our Committee quickly dis- 
cerned, however, that this was not the best way to evaluate the data. One the one 
hand, it overstated the inequities, for reasons I will briefly explain; but on the other 
hand, it diverted attention from some very real and very important issues. The rea- 
son this view was misleading is that it aggregated the data for all patients awaiting 
a liver transplant, instead of breaking the data down into the four status groups 
into which patients are classified, depending on the severity of their condition. The 
most severely ill patients — those having a life expectancy of a week or less — are in 
status 1. There is very little variation in the waiting time for these patients; it is 
a matter of a few days for those who receive a transplant. The least severely ill 
patients — those in status 3 — may wait months or even years for a transplant. Since 
more than half of all patients on the waiting lists are in status 3, the data for these 
patients are what determines the overall variation in median waiting times used in 
the arguments noted above. But this tells us very little about the equity or effective- 
ness of the system, since differing policies and practices among transplant centers 
on when status 3 patients should be placed on a waiting list means that these pa- 
tients form a very heterogeneous group. 

THE committee’s ANALYSIS 

For a variety of reasons, the lOM Committee focused its attention on livers. In 
order to review the issues in greater depth, the Committee obtained, from the 
OPTN, approximately 68,000 records covering all the patients awaiting a liver 
transplant during the period from 1995 to 1999. Of particular interest were the con- 
sequences of the current OPTN policies on allocating donated organs among pa- 
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tients, and the likely consequences of the changes in those policies called for by the 
DHHS regulation. 

Organ Procurement Organizations (OPOs) are statutorily created entities respon- 
sible for the procurement of donated organs and for coordinating the allocation of 
those organs among patients on the waiting lists of transplant centers. Attached to 
my testimony is a map, showing the configuration of the 63 OPOs covering the U.S. 
and its territories. At the present time, with a few important exceptions, when these 
OPOs obtain an organ donated for transplantation, they seek to allocate it to a pa- 
tient located within their own defined geographical area. Only if they cannot find 
a suitable patient within their own area do they seek to find a patient located in 
one of the other — typically adjacent — OPO areas. The populations covered by these 
OPO areas vary from approximately 1 million to about 12 million. We determined 
that OPOs serving larger populations are assoeiated with improved aecess 
for those patients most in need of a transplant. 

The Committee found that status 1 patients (those with the highest medical ur- 
gency for a transplant) who receive transplants wait for a comparable period of time 
all across the country — about 4 days on average. Moreover, the transplantation 
rates and the pre-transplantation mortality rates for status 1 patients do not vary 
significantly from one OPO to another, despite substantial variations in the size of 
the OPOs. (Size of OPO was defined either by the size of the population served or 
the number of transplants performed within the OPO service area.) However, only 
about one-half of the patients listed as status 1 receive a transplant. 

Transplantation rates do vary for patients who are not as ill, with smaller OPOs 
having a larger proportion of status 2B and status 3 patients receiving transplants 
than larger OPOs. Consequently, patients who are less ill sometimes receive trans- 
plants before more severely ill patients who are served by a different organ procure- 
ment organization. Based on the data available to the Committee, these differences 
begin to disappear when the population served by the OPO reaches 9 million or 
more. 

For that reason, and because the probability of a suitable match between 
a donated liver and a status 1 patient increases as the size of the popu- 
lation covered increases, we concluded that liver allocation areas should be 
established to cover an area large enough to serve at least 9 million people. 

Nine million is as far as our available data could take us. Logic suggests that larger 
areas would be even more effective in arranging a suitable match. These areas, how- 
ever, should not be so geographically broad as to pose difficulties or delays in trans- 
porting organs, which could threaten the viability of the organ and the success of 
transplantation. The allocation areas for organs other than livers will differ depend- 
ing on how long they can survive outside the body. 

It is important to note that improvements in the rates of transplantation for sta- 
tus 1 patients do not appear to come at the expense of other patients. Our analysis 
indicated that the longer status 2B and status 3 patients are on the waiting list, 
the lower is the likelihood that they will either die or receive a transplant. This 
finding also lead the Committee to the conclusion that time on the waiting list is 
not an appropriate criterion for allocating organs among status 2B and status 3 pa- 
tients. 

There are currently in effect several arrangements under which two or more 
OPOs share donated organs on a statewide or regional basis, at least for status 1 
patients. The Committee could make only a preliminary analysis of the data avail- 
able for such sharing arrangements, but that analysis tends to confirm the Commit- 
tee’s view that broader sharing is beneficial. The analysis shows that that such 
sharing: (1) increases status 1 transplantation rates; (2) decreases status 2B pre- 
transplantation mortality rates; and (3) decreases the rate of transplantation of sta- 
tus 3 patients without increasing their pre-transplantation mortality rates. 

CONCERNS EXPRESSED ABOUT BROADER ORGAN SHARING 

The Committee heard some people in the transplant community express concern 
that broader sharing of organs might reduce access to organs for minorities and low- 
income patients. This would be true, they stated, if broader sharing resulted in the 
closure of some of the smaller transplant centers. 

The Committee did not find any evidence to support these concerns. For low-in- 
come patients, regardless of their racial and ethnic backgrounds, there is an appro- 
priate concern that they may not be referred to a transplant center for an evalua- 
tion for transplantation. This is because appropriate referral depends in large part 
on whether they have access to health insurance and high-quality health services. 
Once patients are referred for an organ transplant — again regardless of their race 
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or ethnicity — there appear to be no significant disparities either in their placement 
on a waiting list or in access to transplantation. 

Information available to the Committee indicated that the smallest transplant 
centers are not a major source of access for racial and ethnic minorities. Moreover, 
we found the evidence that small centers would be forced to close under broader 
organ sharing to be inconclusive. 

The Committee also heard concern that distributing organs across a wider geo- 
graphic area would discourage donation and drive down organ donation rates. 
Organ donation rates are affected by many variables, including cultural attitudes 
about donation and transplantation, the age and race of the potential donor, the 
progression of illness in the potential donor, the manner in which families of poten- 
tial donors are approached, and the various policies and practices of hospital staff 
and OPOs. The biggest shortcoming at present appears to be that many potential 
donors are not identified and their families not approached about the possibility of 
donation. The Committee found little evidence — if any — to support the notion that 
families would decline to donate, or that health professionals involved in organ pro- 
curement would be less diligent in their efforts, if they knew a donated organ would 
be used outside the donor’s immediate geographic area. The Committee believes cur- 
rent efforts to increase donation should be sustained and that broader allocation ar- 
rangements should be made in a way that does not undermine current effective 
working relationships between OPOs and hospitals. 

Another concern expressed to the Committee was that broader sharing would sig- 
nificantly increase the cost of transplantation. Based on data provided to the Com- 
mittee by the General Accounting Office (GAO), as well as the published literature, 
the Committee concluded that total expenditures associated with organ procurement 
and transplantation are likely to increase as a result of broader sharing. OPOs and 
transplant teams may both experience higher transportation costs. In addition, a 
larger number of sicker patients will receive transplants and there will likely be 
more re-transplants’ both of which would increase costs. The Committee was unable 
to estimate the magnitude of the increase, but believes it would be marginal com- 
pared to the total expenditures for transplantation 

FEDERAL OVERSIGHT AND REVIEW 

The Committee believes that, when Congress passed the National Organ Trans- 
plant Act, it intended for there to be a cohesive, well-coordinated system encom- 
passing all aspects of transplantation. The Committee also believes that we do not 
have such a system at this time and that we cannot have such a system without 
effective, comprehensive oversight. We therefore concluded that achieving the goals 
of the National Organ Transplant Act requires an active federal role in review and 
oversight, and that this should be in collaboration with representatives from all 
those involved in transplantation, including patients, donor families, physicians and 
nurses, OPOs, and transplant centers. The federal government, as well as the trans- 
plantation community, has a legitimate and appropriate role to play in ensuring 
that the organ procurement and transplantation system serves the public interest, 
especially the needs and concerns of patients, donors, and families affected by it. 

At the present time, responsibilities are dispersed throughout the system, creating 
impediments to oversight and review, permitting poor procedures for data analysis 
and dissemination to persist, and allowing the system to operate without adequate 
assessment of performance. The Committee acknowledges that many aspects of 
organ procurement and transplantation require effective arrangements and decision 
making at a local level. However, a more centralized mechanism for oversight and 
review would improve the quality assurance that donors and recipients deserve. 
This is not to say that the federal government should be making medical judgments 
regarding individual patients, but rather that its responsibility is to ensure that the 
policies that guide the operation of the system are equitable and well-grounded in 
medical science. Vigilant and conscientious oversight and review of programs and 
policies are critically important to ensuring accountability on the part of the OPTN 
and other participants in the organ procurement and transplantation system. 

To assist in this activity, there needs to be independent scientific review. The 
Committee recommends that an independent, multidisciplinary advisory board be 
appointed to assist in the oversight of the program. Such a board could help to as- 
sure that: (1) policies and procedures are well grounded in medical science: (2) there 
is a cohesive, strategic approach to the entire transplantation system: (3) the inter- 
ests of transplant patients and donor families are given paramount concern: and (4) 
credibility and trust are maintained with patients, the transplantation community 
and the general public. 
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In addition, the Committee concluded that better performance measures should 
be developed for each of the components of the transplantation system, and that 
data about the system should be reliably and regularly gathered, independently as- 
sessed, and made widely available. The Committee’s concerns about oversight and 
review cut across the individual issues specified in its charge and relate in general 
to all organ transplantation, not just liver transplantation. 

COMMITTEE RECOMMENDATIONS 

Based on its review and analysis of the data and information available to it, the 
Committee reached the following recommendations: 

Recommendation 1: Establish Organ Allocation Areas for Livers 

The committee recommends that the DHHS Final Rule he implemented 
hy the establishment of Organ Allocation Areas (OAAs) for livers — each 
serving a population hase of at least 9 million people (unless such area 
exceeds the limits of acceptahle cold ischemic time). OAAs should gen- 
erally he cstahlished through sharing arrangements among organ pro- 
curement organizations to avoid disrupting effective current procure- 
ment activities. 

Recommendation 2: Discontinue Use of Waiting Time as an Allocation Criterion 
for Patients in Statuses 2B and 3 

The heterogeneity and wide range of severity of illness in statuses 2B 
and 3 make waiting time misleading within these categories. For this 
reason, waiting time should be discontinued as an allocation criterion 
for status 2B and 3 patients. An appropriate medical triage system 
should be developed to ensure equitable allocation of organs to pa- 
tients in these categories. Such a system may, for example, be based on 
a point system arising out of medical characteristics and disease prog- 
noses rather than waiting times. 

Recommendation 3: Exercise Federal Oversight 

The Department of Health and Human Services should exercise the le- 
gitimate oversight responsibilities assigned to it by the National Organ 
Transplant Act, and articulated in the Final Rule, in order to manage 
the system of organ procurement and transplantation in the public in- 
terest. This oversight should include greater use of patient-centered, 
outcome-oriented performance measures for OPOs, transplant centers, 
and the OPTN. 

Recommendation 4: Establish Independent Scientific Review 

The Department of Health and Human Services should establish an ex- 
ternal, independent, multidisciplinary scientific review board respon- 
sible for assisting the Secretary in ensuring that the system of organ 
procurement and transplantation is grounded on the best available 
medical science and is as effective and as equitable as possible. 

Recommendation 5: Improve Data Collection and Dissemination 

Within the bounds of donor and recipient confidentiality and sound 
medical judgment, the OPTN contractor should improve its collection 
of standardized and useful data regarding the system of organ procure- 
ment and transplantation and make it widely available to independent 
investigators and scientific reviewers in a timely manner. DHHS should 
provide an independent, objective assessment of the quality and effec- 
tiveness of the data that are collected and how they are analyzed and 
disseminated by the OPTN. 
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1. Mew England Organ Bank, Inc. 

2. Northeast OEO and Tissue 

Bank 

3. NJ Organ and Tissue Sharing 

Network 

4. Center for Donation and 

Transplant 

5. Upstate New York Transplant 

Services, Inc. 

6. New York Organ Donor 

Network 

7. Univ. of Rochester Organ 

Procurement Program 

8. Lifelink of Puerto Rico 

9. Center for Organ Recovery and 

Education 

10. Washington Regional 

Transplant Consortium 

1 1 . Transplant Resource Center of 

Maryland 

12. Delaware Valley Transplant 

h-ogram 

13. Virginia Organ Procurement 

Agency 

14. Life Net 

15. Alabama Organ Center 

16. The OPO at University of 

Rorida 

17. Life Share of the Carolinas 

18. Mississippi Organ Recovery 

Agency, Inc. 

19. Translife 

20. Lifelink of Rorida 


2 1 . Lifelink of Southwest Florida 

22. Carolina Organ Procurement 

Agency 

23. Carolina Life Care 

24. University of Miami OPO 
25- Life Resources Donor Center 

26. Mid-South Transplant 

Foundation 

27. Lifelink of Geoigia 

28. Kentucky Organ Donor 

Alfiliates 

29. Tennessee Donor Services 

30. SC Organ Procurement Agency 

31. Regional Organ Bank of 

Illinois 

32. Indiana OPO, Inc. 

33. Organ Procurement Agency of 

Ml 

34. Upper Midwest OPO. Inc. 

35. Ohio Valley Life Center 

36. Lifebanc 

37- Lifeline of Ohio 

38. Life Connection of Ohio 

39. University of Wisconsin OPO 

40. Wisconsin Donor Network 

41. Arkansas Regional Organ 

Recovery Agency 

42. Louisiana Organ Procurement 

Agency 

43. New Mexico Donor Program 

44. Oklahoma Organ Sharing 

Network. Inc. 


45. Southwest Transplant Alliance 

46. South Texas Organ Bank 

47. Life Gift Organ Donation 

Center 

48. Iowa State Organ Procurement 

Organization 

49. Mid-America Transplant 

Association 

50. Midwest Organ Bank 

5 1 . Nebraska Organ Retrieval 

Systems. Inc. 

52. Colorado Organ Recovery 

Systems. Inc. 

53. Iniennouniain Organ Recovery 

Systems 

54. Donor Network of /Xrizona 

55. Southern California Organ 

Procurement Center 

56. Regional Organ Procurement 

Agency of Southern CA 

57. Golden State Transplant 

Services 

58. Organ and Tissue Acquisition 

Center of Southern CA 

59. California Transplant Donor 

Network 

60. Organ Donor Center of Hawaii 

61. Nevada Donor Network 

62. Pacific Northwest Transplant 

Bank 

63. LifeCenter Northwest 


Organ procurement organization service areas, 1997 
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Mr. Bilirakis. Thank you very much. Dr. Miller, when did you 
arrive? I was able to escape late yesterday after that storm which 
swerved from dead on Pinellas County down to your area. 

Mr. Miller. We ducked and it missed us. It went around the 
south tip of the State, so we were all fortunate. 

Mr. Bilirakis. They are crazy, aren’t they? In any case, sir, you 
are welcome. Please proceed. 

STATEMENT OF JOSHUA MILLER 

Mr. Miller. I appreciate the opportunity to testify at this hear- 
ing on the important legislation that you have introduced, Mr. 
Chairman, which would reauthorize programs relating to organ 
procurement and transplantation. I am Dr. Joshua Miller, Co- 
director of the Division of Transplantation at the University of 
Miami School of Medicine in Miami, Florida. I am appearing today 
as the immediate past President of the American Society of Trans- 
plant Surgeons, the ASTS, a professional organization of surgeons, 
physicians and scientists who during the past 25 years of our exist- 
ence have pioneered and continue to advance the frontiers of life- 
sustaining organ transplantation. 

ASTS members have the responsibility for directing transplan- 
tation clinical and research programs at America’s major medical 
centers. As part of this responsiMlity, we helped forge the National 
Organ Transplant Act, NOTA, into law in partnership with the 
U.S. Congress over a decade and a half ago. 

We were instrumental in conceiving an organ procurement and 
distribution network and, in partnership with the Health Care Fi- 
nance Administration of the Department of Health and Human 
Services, helped to organize it and to put it into action during the 
same period. 

We are here now 15 years later to work with you in reauthor- 
izing NOTA and providing a clear congressional guideline for how 
that network can provide the maximum benefit to our patients as 
we move into the 21st century. 

Because of the explosive success of organ transplantation in the 
latter part of the 20th century there are now more than 65,000 
Americans, an additional 3,000 since I last testified before your 
subcommittee in April, Mr. Chairman, with end-stage failure of 
hearts, livers, lungs, pancreases, and kidneys awaiting life-saving 
and life-sustaining transplants. This is a potentially explosive situ- 
ation because as the number of patients on waiting lists climbs in- 
exorably toward 100,000, concern and frustration over the alloca- 
tion of these scarce organs is bound to grow. Our fear is that this 
mounting public concern is leading to increased efforts to politicize 
what is and ought to remain a medical decisionmaking process. 

We strongly believe that Congress in enacting NOTA and estab- 
lishing the Organ Procurement and Transplantation Network, the 
OPTN, in the private sector under government contract intended 
for this highly specialized and expert OPTN to make organ alloca- 
tion policy based on sound medical and ethical principles and sci- 
entific data independent of political influence, and that is how it 
has essentially operated these past 15 years. 

But as you are aware, Mr. Chairman, several sections of the final 
rule governing the OPTN published by the Secretary of Health and 
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Human Services a year ago April could be interpreted as setting 
the stage for the Secretary of DHHS to make specific allocation pol- 
icy. This effort by the Department was the result of the fairly re- 
cent intense criticism by a vocal minority of one very specialized 
aspect of the OPTN, liver allocation. We have repeatedly expressed 
our concerns to DHHS in the course of a number of meetings this 
past summer. We have suggested changes in a rule that we largely 
agree with, this rule that we largely agree with, changes designed 
to prevent the baby that we jointly conceived from being thrown 
out with the bath water, changes that among other things would 
clarify that the Secretary must not dictate specific transplantation 
practices or medical judgments. We were also greatly concerned 
that the rule might unwittingly tamper with the very delicate but 
very real local influences on organ donation that we discussed in 
my last appearance before your committee. 

We believe the legislation you have drafted makes it clear that 
there is a most legitimate oversight role for DHHS in ensuring that 
the policies which guide the operation of the system are adhered 
to, and we support that oversight role for DHHS. 

We would also like to submit for the record a white paper our 
society issued just last Friday summarizing our views on the issues 
that we have been discussing with DHHS and on some of the rec- 
ommendations included in the report delivered to Congress in mid- 
summer by the Institute of Medicine. We know Members of Con- 
gress have been provided with a variety of interpretations of this 
lOM report both by DHHS and by the OPTN contractor, UNOS, 
generally claiming vindications for their positions. And as is so 
often the case, we believe the truth falls somewhere in between. 

I would like to just mention two important points that the lOM 
report makes what I believe go to the heart of our concern over 
leaving medical decisions in the hands of medical professionals. 

Throughout 1998 and right up through this summer, DHHS, in 
urging Congress to allow the final rule to be imposed without 
delay, contended that significant regional differences in the length 
of time patients spend on waiting lists for livers demonstrated a 
fundamental unfairness of the current system. The ASTS testified 
before Congress more than a year ago as we repeatedly informed 
the Department that there really were only small differences in 
waiting times for patients in the most urgent categories and that 
median waiting times for all liver patients as used by the Depart- 
ment were really not a good measure of fairness. 

The Institute of Medicine after analyzing data, and as was just 
mentioned, “Overall median waiting time, which has dominated the 
policy debate, is a poor measure of differences in access to trans- 
plantation.” 

It further suggested that differences in waiting time for less ur- 
gent patients are so, “misleading” — that was the word that the 
lOM used, misleading — that it proposed waiting time no longer be 
an allocation criteria in less urgent categories of liver patients. 

The public focus on waiting time as the driver of the need for 
quick fix, quick change in the allocation of livers is exactly the kind 
of politicization of the medical decisionmaking process that con- 
cerns us. 
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And I would like to touch briefly on one other recommendation 
of the lOM that we move toward a system of broader sharing of 
livers for patients in most urgent need because we do believe that 
this recommendation has merit. In fact, less than a month after the 
lOM issued its report the OPTN put into effect a new policy of 
broader regional sharing for status 1 liver patients, the most ur- 
gent category, and this was already in the due process pipeline. 
This policy will hopefully ensure that those most critical liver pa- 
tients to the best of our medical ability today have access to life- 
saving organs. This I believe is indicative that the establishment 
of allocation policies by the OPTN is a dynamic process through 
which change does take place in response to new information and 
analysis. Could this change have occurred earlier? Probably. Does 
the current system function perfectly? Of course not. Is there room 
for improvement in the performance of the current contractor? Ab- 
solutely. There is always room for improvement in the operation of 
the network through refinements like those suggested in our legis- 
lation. 

Our society’s interests lie in the structure and operation of the 
network and its relationship to DHHS. Our interest is not to be 
specifically protective of the incumbent contractor that is operating 
the network. We also very much believe that the OPTN should be 
responsive to independent external review and assessment. We 
would favor strengthening the section you already included in the 
legislation relative to General Accounting Office evaluations of the 
network. 

We have a small number of other changes we would be pleased 
to discuss with you, Mr. Chairman, which we believe would further 
strengthen the NOTA reauthorization effort. But again let me con- 
clude my prepared remarks by thanking you for the leadership you 
have demonstrated sponsoring this most important piece of legisla- 
tion, and I would welcome any questions that I might be able to 
answer. 

Thank you. 

[The prepared statement of Joshua Miller follows:] 

Prepared Statement of Joshua Miller, American Society of Transplant 

Surgeons 

I appreciate the opportunity to testify at this hearing on the important legislation 
that you have introduced, Mr. Chairman, which would reauthorize programs relat- 
ing to organ procurement and transplantation. 

I am Dr. Joshua Miller, Professor of Surgery, Microbiology , Immunology and Pa- 
thology, and Chief of the Division of Kidney and Pancreas Transplantation, at the 
University of Miami School of Medicine in Miami, Florida. 

I am appearing today as the Immediate Past President of the American Society 
of Transplant Surgeons (the ASTS), the professional organization of Surgeons, Phy- 
sicians, and Scientists who, during the past 25 years of our existence, have pio- 
neered and continued to advance the frontiers of life-sustaining organ transplan- 
tation. ASTS members have the responsibility for directing transplantation clinical 
and research programs at America’s major medical centers. 

As part of this responsibility we helped forge the National Organ Transplant Act 
into law in partnership with the United States Congress over a decade and a half 
ago. We conceived of an organ procurement and distribution network, and, in part- 
nership with the Health Care Financing Administration of the Department of 
Health and Human Services, helped organize it and put it into action during the 
same period. 

Now, we are here — 15 years later — to work with you in reauthorizing NOTA and 
providing clear Congressional guidelines for how that network can provide the max- 
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imum benefit to the maximum number of patients as we move into the 21st Cen- 
tury. 

Because of the explosive success of organ transplantation in the latter half of the 
20th century, there are now more than 65,000 patients — an additional three thou- 
sand since I last testified before your Subcommittee in April — with end-stage failure 
of hearts, livers, lungs, pancreases, and kidneys awaiting life-saving transplants. 

This is a potentially explosive situation, Mr. Chairman, because as the number 
of patients on waiting lists climbs inexorably toward and passes 100,000 Americans, 
concern and frustration over the allocation of these scarce organs is bound to grow. 
Our fear is that, inevitably, this mounting public concern over who-gets-an-organ- 
and-when will lead to increased efforts to politicize what is, and ought to remain, 
a medical decision-making process. 

We strongly believe that Congress, in enacting NOTA and establishing the Organ 
Procurement and Transplantation Network in the private sector under government 
contract, intended for the OPTN to make organ allocation policy based on sound 
medical principles and scientific data independent of political influence. And that is 
how it has operated these past 15 years. 

But as you are aware, Mr. Chairman, several sections of the Final Rule governing 
the OPTN published by Secretary of Health and Human Services Donna Shalala a 
year ago April could be interpreted as setting the stage for the Secretary of DHHS 
to make specific allocation policy. 

We have repeatedly expressed our concerns over this to DHHS, in the course of 
a number of meetings this past summer. We have suggested changes that, among 
other things, would clarify that the Secretary must not dictate specific transplant 
practices or medical judgments. 

We believe the legislation you have drafted, Mr. Chairman, makes it clear there 
is a legitimate oversight role for DHHS in ensuring that the policies which guide 
the operation of the system are equitable, based on sound medical science, and are 
adhered to. We support that oversight role for DHHS. 

But we do want to again express our appreciation to you, Mr. Chairman, for mak- 
ing it clear in this legislation that the responsibility for “developing, establishing, 
and maintaining medical criteria, and standards,” and policy concerning allocation, 
belongs with the Network. And those policies should be modified by the Network, 
as necessary, on the basis of sound medical science and developing medical prac- 
tices. 

We would also like to submit for the record, along with these remarks Mr. Chair- 
man, a white paper our society issued just last Friday summarizing our views on 
a variety of the issues we have been discussing with DHHS. It also contains our 
views on some of the recommendations included in the report delivered to Congress 
in midsummer by a Committee of the Institute of Medicine. 

We know Members of Congress have been provided with a variety of interpreta- 
tions of this lOM report, both by DHHS and by the OPTN contractor, the United 
Network for Organ Sharing, among others, generally claiming vindication for their 
positions. As is so often the case, we believe the truth falls somewhere between. 

I would like to just mention a couple of important points that the lOM report 
makes, however, that I believe go to the heart of our concern over leaving medical 
decisions in the hands of medical professionals. 

Throughout 1998 and right up through this summer, DHHS — in urging Congress 
to allow the Final Rule to be imposed without delay — contended that significant re- 
gional differences in the length of time patients spend on waiting lists for livers 
demonstrate a fundamental unfairness of the current system. 

We suggested in testimony before Congress more than a year ago — as we repeat- 
edly suggested to the Department — there really were only small differences in wait- 
ing time for patients in the most urgent categories, and that median waiting times 
for all liver patients, as used by the Department, were really not a good measure 
of fairness. 

The Institute of Medicine — after analyzing years of data — concluded, and I quote: 
“Overall median waiting time, which has dominated the policy debate, is a poor 
measure of differences in access to transplantation.” It further suggested that dif- 
ferences in waiting time for less urgent patients are so “misleading” — that was the 
word the lOM used-that it proposed waiting time no longer be an allocation cri- 
terion in less urgent categories of liver patients. 

The public focus on waiting times as the driver of the need for quick change in 
the allocation of livers is exactly the kind of politicization of the medical decision- 
making process that concerns us. 

I would also like to touch briefly on another recommendation by the Institute of 
Medicine — that we move toward a system of broader regional sharing of livers for 
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patients in most urgent need — because we do believe that this recommendation has 
a great deal of merit. 

The lOM committee concluded, after crunching the data, that the most urgent 
liver patients — Status 1 patients — would be more likely to receive an organ expedi- 
tiously if contiguous OPOs were grouped into what it called Organ Allocation Areas 
each serving a population base greater than nine million. 

Less than a month after the lOM issued its report, the OPTN put into effect a 
new policy of broader regional sharing for Status 1 liver patients — the most urgent 
category — which hopefully will insure that these most critical liver patients have ac- 
cess to a life-saving organ sooner than might have heen the case. 

I believe this is indicative, Mr. Chairman, of the fact that the establishment of 
allocation policies by the OPTN is a dynamic process through which change does 
take place in response to new information and analysis, and changes in medical 
science and medical practice. 

Could this change have occurred earlier? Probably. Does the current system func- 
tion perfectly? Of course not. Is there room for improvement in the performance of 
the current contractor? Absolutely. 

There is always room for improvement in the operation of the network through 
refinements, like some suggested in your legislation. 

And I might add that our Society’s interests lie in the structure and operation of 
the network, the composition of the network and its relationship to DHHS, and the 
composition and authority of the network board of directors and committees, which 
establish policy for the network. Our interest is not to be specifically protective of 
the incumbent contractor that operates the network. 

We also very much believe that the OPTN should be responsive to independent 
external review and assessment. We would favor strengthening the section you al- 
ready included in the legislation, Mr. Chairman, relative to General Accounting Of- 
fice evaluations of the network. 

We have a small number of other changes we would be pleased to discuss with 
you, Mr. Chairman, which we believe would further strengthen the NOTA reauthor- 
ization effort. But again, let me conclude my prepared remarks by thanking you for 
the leadership you have demonstrated in sponsoring this most important piece of 
legislation. 

Thank you. 

Mr. Bilirakis. Thank you, Mr. Miller. You heard the bells, and 
the bad news is that there is no good news. The bad news is that 
we have a 15-minute vote followed by two 5-minute votes, so we 
are talking probably 35, 40 minutes. I would have liked to have 
been able to get through at least the witnesses, but we just won’t 
really have time to do that because I hate to cut you off at 5 min- 
utes. So I am just going to have to ask you to be as patient — con- 
tinue to be as patient as you have been. We are going to break 
probably until about 4:30 or shortly thereafter. 

Mr. Ganske. Mr. Chairman? 

Mr. Bilirakis. Yes? 

Mr. Ganske. I ask unanimous consent for 1 minute. 

Mr. Bilirakis. One true 1 minute? Without objection. 

Mr. Ganske. Thank you, Mr. Chairman. As probably one of the 
few Congressmen who has scrubbed with Dr. Starzl and also did 
my general surgical training at the University of Oregon Health 
Sciences Center, I have some understanding of this issue. 

I am disturbed with the administration on this. I think you have 
put your foot in a tar baby where you shouldn’t be. Mr. Chairman, 
I see that on your bill you have cosponsors Gene Green, Bill Jeffer- 
son, Ken Bentsen, Peter Deutsch, Carlos Romero-Barcelo, Ralph 
Hall, Bart Gordon, David Wu, Jim Clyburn, Frank Pallone, Martin 
Frost, Sheila Jackson Lee, Jerry Kleczka, Peter DeFazio, Maurice 
Hinchey, Earl Hilliard, Tammy Baldwin, and a whole bunch of Re- 
publicans, and guess what, Mr. Chairman? You can now put my 
name on your cosponsor list. Thank you very much. 
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Mr. Bilirakis. I thank the gentleman and I believe that there 
are some that are probably not on that list. 

Thank you for that. Dr. Gibbons, you have heard some of the 
comments made by Mr. Miller. I know that Dr. Payne, I am sorry 
I was called out by a large group of people that wanted to see me 
about another matter. That is the life up here but hopefully you 
all can talk about some of the comments that you have heard. We 
are trying to do the right thing. Granted, there is parochialism 
here. There is no question about it. But at the same time I think 
for the most part we do want to do what is right. 

Well, anyhow, maybe you can have a little bit of interplay among 
yourself until we return. Thank you. 

[Brrief recess.] 

Mr. Bilirakis. We are back. Mr. Irwin, President of the National 
Transplant Action Committee. By the way, thanks again for your 
patience and your understanding. Please proceed, sir. 

STATEMENT OF CRAIG IRWIN 

Mr. Irwin. Thank you, Mr. Chairman. I am here today speaking 
on behalf of not only The National Transplant Action Committee 
but also TRIO, Transplant Recipients International Organization, 
and MOTTEP, the Minority Organ Transplant and Tissue Edu- 
cation Program. Collectively we represent thousands of transplant 
patients throughout the United States. 

Unfortunately, Dr. Clyde Calendar of MOTTEP nor Mr. Bruce 
Weir, President of TRIO, were able to be here today but I am 
joined by Lisa Kory, President of TRIO. 

I am here to speak in opposition to H.R. 2418, the Organ Pro- 
curement and Transplantation Network Amendments of 1999. This 
legislation comes amid considerable debate over the rules promul- 
gated by the Department of Health and Human Services last year. 
Those rules are scheduled to go into effect on October 21. 

Our three organizations believe that transplant patients and 
their families must be the focus of our public policy in this area of 
health care. Patients should be able to access critical information 
about the transplant system and the quality of care in our Nation’s 
transplant hospitals. Patients deserve to be treated fairly by the 
organ allocation system. Some patients have choices among trans- 
plant centers, however, many don’t. A patient’s chance of finding 
a suitable donor shouldn’t be a matter of who you are or where you 
live. And patients and their families either directly or through 
HHS deserve to have a significant role in the development of public 
policies impacting the Nation’s transplant system. 

These beliefs are consistent with the goals and intent of the Na- 
tional Organ Transplant Act. To quote the intent of Congress: The 
organ procurement and transplantation network was created in 
order to facilitate an equitable allocation of organs among patients. 
The OPTN’s responsibilities are great and the purpose of the act 
will be served only if the policies of the OPTN are sound and are 
soundly developed. The allocation of organs may well be a life or 
death decision for patients. 

And although the act gives the contractor authority to develop 
medical policies regarding the safe allocation and transportation of 
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organs, it does not give the contractor public policy authority. In- 
stead it gives administrative authority to the Secretary. 

Unfortunately, what has evolved is a patchwork system of organ 
allocation designed to meet the expectations and needs of trans- 
plant centers instead of the patients. Many patients and advocates 
who have worked hard to help others and have much to offer are 
often left out of the OPTN policy setting process because of their 
views. And critical data is often difficult to obtain and is often old 
and useless. 

I am pleased to hear of Mr. Waxman’s remarks regarding the 
availability of comprehensive data, and we look forward to review- 
ing that data and making it available to patients around the coun- 
try. 

These problems have continued to surface throughout the years. 
The concerns of patients have been echoed by the Congress and re- 
flected by changes to the act in 1988 and 1990. 

In 1990, Congress eased the minimum qualifications that must 
be met by an entity seeking the OPTN contract stating that, “By 
modifying this requirement, the committee intends to provide the 
Secretary with the opportunity to seek out the best possible poten- 
tial applicants for this critical role.” 

This change along with changes the committee has made to the 
OPTN board of directors reflect deep concern on the part of the 
committee in the manner in which the OPTN has functioned. That 
same year. Congress amended the act to mandate that the OPTN 
assist organ procurement organizations in the nationwide distribu- 
tion of organs equitably among transplant patients. 

The bill now before this committee represents a complete rever- 
sal from these patient-driven policies and statements. H.R. 2418 
would make dramatic changes to the manner in which organs are 
allocated to patients on the waiting list. New factors could now be 
considered in addition to equity. Fairness would no longer be the 
benchmark. Secretarial oversight would essentially be eliminated 
with no recourse to change or amend policies which might be detri- 
mental to patients. The right of patients and the public to become 
members of the OPTN would be eliminated. There would be no fur- 
ther competition for the OPTN contract. UNOS would be the only 
organization meeting the contract criteria. 

H.R. 2418 contradicts the past actions by this committee. The bill 
also ignores the recommendations of the recent report by the Insti- 
tute of Medicine, which was required by Congress, submitted to 
this committee. The report contains key recommendations impact- 
ing transplant patients. The lOM calls for more oversight, not less, 
of the OPTN. In addition, the report calls for independent com- 
prehensive review by a body reporting to the Secretary and not af- 
filiated with the OPTN contractor. 

The lOM concluded that broader sharing as called for by the reg- 
ulation would have the net effect of saving more lives by increasing 
transplantation rates for those with the greatest risk of dying, de- 
creasing pre-transplant mortality rates for the next level of pa- 
tients on the waiting list and decreasing the number of the health- 
iest patients transplanted without increasing their risk of dying. 

Finally, the report dispels the many myths promoted by the op- 
ponents of the regulation, many of which we have heard today. 
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Paramount is the myth that minorities would he hurt by the regu- 
lations. 

Although the lOM found that there is essentially parity and eq- 
uity in liver allocation, the report also concluded that minorities 
would not be hurt by the regulations. The HHS regulations will 
move the system toward greater fairness and a more patient-driven 
system. H.R. 2418 will move us in the opposite direction. 

Mr. Chairman, when the committee last took up the reauthoriza- 
tion in 1993, you took exception to the full committee’s desire to 
simply call for a study of organ allocation. You were quite eloquent 
in recognizing that sick people will continue to die merely because 
of UNOS-created geographic boundaries. You asked the Secretary 
to do what the committee would not, operate the program closer to 
the original congressional intent when the act was passed in 1984. 

Mr. Chairman, you were right then. Your conclusions apply 
equally today and your views have been validated by the lOM. On 
behalf of the 65,000 patients now waiting for transplants in the 
United States, we ask that you not change directions now. 

Thank you. 

[The prepared statement of Craig Irwin follows:] 

Prepared Statement of Craig Irwin, President, National Transplant Action 

Committee 

National Transplant Action Committee (NTAC) is a consumer advocacy organiza- 
tion founded in 1992. We currently have approximately 1500 members across the 
United States. NTAC has been a leading advocate for organ transplant patients and 
their families as directed by our Patient Public Policy Committee. 

ANALYSIS AND COMMENT ON HR 2418 

NTAC strongly opposes HR 2418, the “Organ Procurement and Transplantation 
Network Amendments of 1999. The bill now before the Committee would make dras- 
tic changes to the National Organ Transplant Act (NOTA) and the management of 
the nation’s Organ Procurement and Transplantation Network (OPTN). 

1. The bill establishes the private contractor as an “independent partner” with the 
federal government. It requires the Department of Health and Human Services 
(HHS) to “cooperate” with the contractor as well as eliminates the oversight role of 
HHS. It reduces the role of the Secretary to taking and reviewing comments but 
grants no authority to HHS to protect or promote the public health interest through 
an administrative role. 

2. Eliminates the independent Scientific Registry 

3. Gives the OPTN contractor greater authority over which information is released 
to patients and the public. Grants the contractor new “authority” by which to with- 
hold vital information from the public. 

4. Excludes members of the public and patients from being members of the OPTN. 
Membership is only permitted to “entities” in the transplant field. 

5. The bill would eliminate the release of center specific data and replace it with 
less helpful OPO specific data. 

6. Gives the contractor broad judicial authority and the right to penalize trans- 
plant centers. Such penalties may include the withholding of organs from transplant 
centers that do not adhere to network rules. 

7. Administrative and procedural activities between the Secretary and the con- 
tractor would now have to be conducted on a mutually consensual basis. Gives the 
contractor sole discretion over “scientific, clinical, and medical decisions” regardless 
of the impact of such decisions on the public health interest. 

8. Any subsequent contractor must be approved by the OPOs and transplant cen- 
ters. Requires the OPTN contractor to have “experience” in organ transplantation. 

9. Changes the criteria for the allocation of donated organs. Expands consider- 
ation of allocation policies to include issues of equity and ethics. It also eliminates 
the requirement that organs be distributed on a “nationwide” basis “equitably 
among patients on the waiting list.” 

NTAC believes that each one of these provisions would have an adverse impact 
on organ transplant patients and the public’s health care interest. We support the 
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current National Organ Transplant Act and the Final Rule promulgated by HHS 
governing the OPTN. We are concerned that HR 2418 is aimed at derailing the 
HHS rules before they go into effect on October 21, 1999. 

The OPTN is currently operated by the United Network for Organ Sharing 
(UNOS) based in Richmond, VA. UNOS has operated the network since its inception 
in 1986. HR 2418 as written would eliminate the Secretary’s discretion to contract 
with the best possible candidate to operate the OPTN. Under the Bill, UNOS could 
essentially operate the OPTN without regard to the public health interest and with- 
out oversight by HHS and still not jeopardize its standing as the OPTN contractor. 

Throughout the years, patients, transplant centers, the Administration, and the 
public have raised concerns about the manner in which UNOS has operated the 
OPTN. These concerns have been echoed by Congress and reflected in amendments 
to the National Organ Transplant Act in 1988 and 1990. Although the Act has not 
been formally amended since 1990 congressional hearings in 1993 and 1995 have 
resulted in similar actions attempting to address troubling concerns over UNOS ac- 
tivities. 

Timely, accurate, and useful information is critical to the public, policy makers, 
and especially transplant patients. UNOS has shown a blatant disregard for the 
public interest in this area and has resisted attempts to obtain vital information. 
In 1997 a request for data on organs turned down by transplant centers was made 
available only after an exhaustive process that culminated in a Freedom of Informa- 
tion Act request. Only then did UNOS make the data available. In its attempt to 
block the information UNOS used similar defenses to those proposed in HR 2418. 
However, no patients were ever identified, directly or indirectly, as a result of the 
data release. Information currently available with respect to center specific perform- 
ance and OPO performance is outdated when it is published. The current HHS regu- 
lations would require the OPTN contractor to update its data every six months. 

The UNOS governance and policy setting process is highly politically charged and 
greatly influenced by transplant center self interest. There is no opportunity given 
for public testimony at UNOS board meetings or committee meetings. Public mem- 
bers and patient advocates are excluded from participating in UNOS because of 
their viewpoints. Recently, the UNOS patient affairs committee attempted to cen- 
sure a UNOS public member because his positions and public statements were crit- 
ical of the organization. 

Not only is the UNOS policy setting process corrupted, its enforcement of policies 
is based upon political expedience and appeasement. Recently, the UNOS board of 
directors implemented a policy to create regional sharing for liver transplant can- 
didates in the most urgent health care status. However, transplant centers in Wis- 
consin refused to abide by the new policy, adversely affecting patients in nearby Illi- 
nois. UNOS currently has at its disposal some of the same penalties available to 
it that are created in HR 2418. However, instead of enforcing its policy, UNOS 
opted to endorse a special agreement insisted on by the Wisconsin transplant cen- 
ters. 

However, the most critical decisions impacting organ transplant patients center 
on the allocation of donated organs. As stated in a Congressional conference report 
“The Organ Procurement and Transplantation Network (OPTN) was created by the 
1984 Act in order to facilitate an equitable allocation of organs among patients.” 
“The allocation of organs may well be a life-or-death decision for patients.” (Senate 
Report 100-310, P.L. 100-607). In 1990 UNOS changed liver allocation rules to 
eliminate the priority status given to the most medically urgent patients on the na- 
tional waiting list. The policy was enacted before public comment was sought. Since 
then, organ allocation has been hotly debated in the organ transplant community. 

The organ allocation issue is exacerbated by the fact that there are approximately 
66,000 patients on the national waiting list and the number of transplants has con- 
tinued to hover around only 20,000. Over ten patients die each day waiting for or- 
gans. 

The manner in which UNOS has managed the policy setting process in this crit- 
ical illustrates the shortcomings of the current system and UNOS’s ability to pro- 
mulgate policies that serve the public interest. After exhaustive debate and efforts 
on the part of patients and the public UNOS began considering the liver allocation 
issue. The result was a policy where patients with chronic liver diseases would be 
eliminated from the highest priority status. It was only after HHS intervention and 
overwhelming public outcry at a three-day hearing that the policy was reversed. 
Recommendations made by the UNOS Liver and Intestine Committee to expand 
liver allocation in order to improve equity were ignored by the UNOS board, which 
focused on regional and local interests instead of promulgating a fair public policy. 
In the meantime, patients have needlessly died as a result of UNOS’s failure to act 
in a responsible manner. 
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These issues highlight the grave concerns with the function of the OPTN and the 
manner in which UNOS has managed the transplant network. Throughout the 
years, Congress has acted to limit the authority of the OPTN contractor, attempted 
to improve the internal operation and management of UNOS, and has called upon 
HHS to exert greater authority of the Act and the OPTN to protect the public inter- 
est. In 1990 Congress eased the minimum qualifications that must be met by delet- 
ing a prior requirement that an entity seeking the OPTN contract must not be en- 
gaged in any activity unrelated to organ procurement. The Committee Report stated 
“By modifying this requirement, the Committee intends to provide the Secretary 
with the opportunity to seek out the best possible potential applicants for this crit- 
ical role.” The Committee went on to state “This change, along with changes the 
Committee has made in the OPTN board of directors, reflect deep concern on the 
part of the Committee in the manner in which the OPTN has functioned.” The Con- 
gress should continue to be concerned. 

It is in this context that NTAC opposes the proposed OPTN reauthorization bill. 
We believe that UNOS has failed to carry out the mandates of the National Organ 
Transplant Act and that undue political influence and rampant self-interest charac- 
terize the UNOS process. The welfare of patients should be at the forefront of the 
OPTN policy setting process but that is not the case. 

In lieu of HR 2418, we believe that the Committee should give serious consider- 
ation to the recent report of the Institute of Medicine on Organ Procurement and 
Transplantation. Congress requested the report as part of a one-year delay in the 
HHS regulations. 

The lOM has emerged from its deliberations in support of the final rule which, 
together with its own recommendations, “could go a long way toward facilitating the 
development of improved principles of [organ] allocation and improving what every- 
one agrees should be a patient-centered system.” 

HIGHLIGHTS OF THE lOM COMMITTEE REPORT: 

1. Impact of the Final Rule on Access 

The lOM Committee found that the Final Rule would not adversely impact pa- 
tient access to organ transplantation. It has been claimed that small transplant cen- 
ters would close as a result of changes to the nation’s organ allocation system im- 
posed by the Final Rule. “The committee was not persuaded” by the arguments stat- 
ed by the opponents of the Final Rule. In fact, the lOM report states that, “there 
is some preliminary information that counters the argument that broader sharing [of 
organs] under the Final Rule would adversely affect small transplant centers.” 
“Broader organ sharing may well increase the prospects that a patient listed at a 
low-volume transplant center will obtain a suitable matching organ.” 

The committee also examined the impact of the Final Rule on minorities and low- 
income populations. The committee found that “African Americans do not receive 
kidney transplants as quickly as whites” and that the rule would not exacerbate this 
problem. The committee also found that “broader sharing of organs resulting from 
implementation of the Final Rule is not likely to have a significant adverse effect on 
those who are dependent on Medicaid for their health care. ” 

2. Impact of the Final Rule on Organ Donation 

The lOM committee found no evidence to support claims that organ donation 
rates would decrease as a result of the Final Rule, stating that “the committee found 
no convincing evidence to support the claim that broader sharing would adversely 
affect donation rates or that potential donors would decline to donate because an 
organ might be used outside the immediate geographic area. In fact, there is some 
evidence suggesting that broader sharing is associated with increased rates of dona- 
tion.” 

3. Analysis of Waiting Times 

Disparities in waiting times for liver transplant candidates have been at the cen- 
ter of a heated debate over the allocation of scarce donor organs. Therefore, the 
Committee concentrated its research on the current liver allocation policies. The 
lOM Committee concluded that aggregate-waiting time is not a good measurement 
of the equity and effectiveness of the transplant system. However, the Committee 
made other key observations about the transplant system. 

a. The system is basically fair for the sickest patients (Status 1). However, the 
lOM Committee recommends improvements: “Although the current system appears 
equitable, with respect to status 1 patients receiving transplants at similar rates 
among OPOs and having similar mortality and outcomes, the equity of the current 
system might be improved for all patients if it were possible to identify a minimum 
OPO population size or transplant volume that would promote both greater consist- 
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ency in transplantation rates across OPOs and a higher rate of transplantation for 
needier patients.” 

b. Some of the healthier patients on the waiting list do not die while on the list 
nor do they move up in priority, suggesting that some patients are inappropriately 
put on the list for a liver transplant. The lOM found that there are patients on the 
waiting list who “have little likelihood of receiving a transplant and are also at little 
risk of dying.” 

c. More “healthier” patients die on the waiting list in OPOs with smaller trans- 
plant centers. “Of concern was evidence of a statistically significant increase in the 
risk of pretransplant mortality in those OPOs with smaller transplant volumes.” Rel- 
atively healthy patients in small-volume OPOs “had a significantly increased risk 
of pretransplant mortality while on the waiting list.” 

d. Larger OPOs transplant the sickest patients while smaller OPOs and trans- 
plant centers transplant a greater percentage of healthier patients. The lOM con- 
cluded that “smaller OPOs, by generally transplanting more status 2B and 3 patients 
than larger OPOs, may contribute to a situation in which more severely ill patients 
are required to wait longer for organs at increased risk of death.” 

e. There are fewer patients waiting in smaller OPOs so that they can transplant 
healthier patients. “Although smaller OPOs have lower transplantation rates than 
larger OPOs, their listing rates are even further reduced relative to larger OPOs.” 
“This means that smaller OPOs are able to allocate organs to patients farther down 
their shorter waiting lists than are larger OPOs. ” 

f. Increased sharing of organs would save more lives. “A reasonable improvement 
in the current allocation scheme could be achieved by creating allocation areas of suf- 
ficient size to shift some of the transplants from status 3 to statuses 1 and 2.” “It 
seems apparent that patients on liver transplant waiting lists will be better served 
by an allocation system that facilitates broader sharing within larger populations.” 
Greater sharing will have the effect of “increasing transplantation rates for status 1 
patients, decreasing pretransplantation mortality for status 2B patients, and decreas- 
ing transplantation rates for status 3 patients without increasing mortality.” The net 
effect is that more lives would be saved through broader sharing of donor organs 
to those patients with the greatest need. 

4. Patient survival 

The lOM found that the medically acceptable ischemic time (time that organs can 
travel without a blood supply) for donated livers was 12 hours. However, more sig- 
nificantly, the lOM Committee found that larger transplant centers had better pa- 
tient survival rates than smaller centers, despite the fact that larger centers also 
transplant the sickest patients. “Patients located in smaller-volume OPOs had in- 
creased risk of posttransplant mortality relative to those in larger-volume OPOs.” In 
reviewing UNOS data the lOM Committee found that “several of the transplant cen- 
ters doing 25 or fewer liver transplants had 1-year graft survival rates significantly 
lower than expected, given the health status of their patients.” 

5. Costs 

The lOM Committee concluded that increased sharing would have a slight in- 
crease in the overall costs of liver transplantation. However, the committee stated 
“The committee was unable to estimate the magnitude of the increase, but believes 
that it would be marginal compared to the total expenditures for transplantation. 
The committee also believes the health benefits of implementing broader sharing will 
be substantial and outweigh any net increase in expenditures.” 

6. Federal Oversight 

The report of the lOM Committee supports the HHS Final Rule, “In the end, the 
committee emerged from its deliberations generally supportive of the Final Rule.” In 
addition, the committee called for more, not less, federal government oversight of 
the nation’s organ transplant system. “Weak [government] oversight has com- 
promised accountability at all levels, permitted poor procedures for data collection 
and analysis to persist, and allowed the system to operate without adequate assess- 
ment of performance.” 

The report recommends that HHS “should exercise the legitimate oversight respon- 
sibilities assigned to it by the National Organ Transplant Act in order to manage 
the system of organ procurement and transplantation in the public interest.” Further- 
more, the committee recommended “a process for periodic, independent and com- 
prehensive review by a body reporting to the Secretary and not affiliated with the 
OPTN contractor is needed to help provide objective information and advise for the 
future directions of the system.” The board would include “a broad spectrum of med- 
ical and scientific experts, including epidemiologists and health services researchers. 
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as well as representatives from the community of transplant patients and donor fami- 
lies.” 


CONCLUSION 

National Transplant Action Committee opposes HR 2418 and hopes that the Com- 
mittee will not vote in favor of legislation which we believe will have a devastating 
impact on organ transplant patients throughout the United States. We encourage 
the Committee to focus on sound public policies as opposed to parochial self-inter- 
ests. We hope that the HHS regulations will be permitted to move forward and that 
a fair and equitable system soon becomes established for the 65,000 Americans cur- 
rently waiting for transplants in our nation’s hospitals. 

Mr. Bilirakis. Thank you, Mr. Irwin. Dr. Rabkin. 

STATEMENT OF JOHN M. RABKIN 

Mr. Rabkin. Mr. Chairman, distinguished members of the com- 
mittee, I am John Rabkin. I am a surgeon and the Chief of Liver 
Transplantation at the Oregon Health Sciences University. I am 
here today on behalf of the 31 organ transplant programs and 
1,300 patients that currently make up the Patient Access to Trans- 
plantation or the PAT Coalition. I respectfully request submission 
into the hearing record along with my testimony the August 28, 
1998, PAT Coalition comments on the health and human services 
final rule and a recent PAT Coalition policy paper from this Sep- 
tember which delineates our views on several critical issues in the 
legislative and regulatory debate. 

The PAT Coalition strongly supports H.R. 2418, the Organ Pro- 
curement and Transplantation Amendments of 1999, the reauthor- 
ization of the National Organ Transplant Act, or NOT A, introduced 
by Representatives Bilirakis, Pallone and Green. We appreciate 
their commitment to this issue and that of Commerce Committee 
Chairman Tom Bliley and other members of this committee. 

The PAT Coalition urges Congress to pass this legislation be- 
cause we feel strongly that enactment of this bill is the best way 
to settle controversy over organ transplantation resulting from the 
HHS rulemaking. Moreover, we think it is imperative to stem the 
erosion of public faith in the transplant system which has occurred 
since HHS issued its controversial rule in April 1998. 

We believe that the current organ transplant system is fair and 
that it does a good job of acquiring and allocating organs for trans- 
plantation. We all must recognize the extremely dynamic aspects 
of the transplant system as medical developments occur on prac- 
tically a daily basis. Like any system, there is and always will be 
room for ongoing improvement and this is how our current system 
operates. A recent study by the Institute of Medicine came to the 
same conclusion, “The committee found that the current system is 
reasonably equitable for the most severely ill status 1 liver patients 
since the likelihood of receiving a transplant is similar across organ 
procurement organizations, or OPOs, for these patients.” 

The lOM study contradicted the underlying rationale for the con- 
troversial final rule on organ allocation proposed by the Depart- 
ment of Health and Human Services. In an analysis of 68,000 liver 
patient records, the lOM panel said, “The overall median waiting 
time that patients wait for organs, the issue that seems to have 
brought the committee to the table in the first place, is not a useful 
statistic for comparing access to or equity of the current system of 
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liver transplantation, especially when aggregated across all cat- 
egories of liver transplant patients.” 

HHS always maintained that reducing these regional differences 
in waiting time was the primary goal of the rule on organ alloca- 
tion. The PAT Coalition has actively supported the two morato- 
riums on the HHS final rule implemented by Congress because we 
think that the final rule usurps the authority of the transplant 
community under NOTA to determine organ transplant policy. 
Stated most simply, Congress in NOTA vests the private sector 
OPTN with the authority to determine organ allocation policy. 

We strongly support this NOTA directive and agree with Con- 
gress that the private sector entity is far better equipped than the 
government to make medical policy judgments and adapt to chang- 
ing technological developments and scientific and medical ad- 
vances. 

NOTA simply does not provide the Secretary with authority to 
substitute her judgment if she or her staff disagree with a medical 
transplant community with respect to policymaking, yet the Sec- 
retary’s final rule usurps this authority by regulatory fiat and 
claims the ability to reverse OPTN policy. 

Among our other concerns we also recognize that the transplant 
policy suggested in the final rule would result in more of our pa- 
tients dying while waiting for transplant and a significantly higher 
rate of retransplantation and possible organ wastage. We are also 
concerned that the core HHS policy is a design to direct more or- 
gans to a few larger transplant centers, which would result in a 
loss of access to transplantation services for those patients who 
could not travel long distances for financial or family reasons. 

The rule itself applies to all organs and cannot withstand med- 
ical scrutiny. For example, another serious effect of this policy 
would be to increase the cold ischemic time, or the time that organs 
are stored outside of the body, since organs would travel farther to 
the large centers. The lOM study pointed out, “That a 4.2 percent 
reduction in retransplantation by using livers with lower ischemic 
times would necessitate less retransplantation and would mean 
that 170 additional patients could receive a liver transplant.” 

The HHS policy is also short sighted in its wholesale preemption 
of State laws regarding organ transplantation. Many of the bene- 
ficial policies that have served to improve organ procurement and 
donation were based on State laws such as the organ donor check- 
off on driver’s licenses. The HHS preemption fails to recognize that 
fact. In addition, this preemption clearly exceeds the authority 
granted by Congress. 

During the moratorium period we have worked actively with the 
transplant community to try to form a consensus on how best to 
deal with the HHS position. We have been involved in discussions 
with HHS officials who have promised the transplant community 
a revised proposal that would take into consideration our objections 
to the final rule. We are still waiting for a response from HHS as 
the clock ticks down on the current moratorium scheduled to expire 
October 21 . 

We are also still waiting for the HHS to publish an analysis of 
the thousands of public comments filed in response to the final 
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rule. We understand that more than 85 percent of these comments 
stated strong opposition or concerns about the rule. 

The best solution to the problem is for Congress to reiterate the 
long-held statutory premise that organ transplant policy should be 
left to the private sector transplant community through passage of 
new authorizing legislation. Short of that, Congress should con- 
tinue the moratorium until a new authorization bill can be passed. 

H.R. 2418 recognizes that scientific and medical decisions about 
organ transplant policy should be left to the private sector trans- 
plant community rather than to the Federal Government bureauc- 
racy, a concept that the PAT Coalition enthusiastically supports. 
The legislation’s construct has worked successfully historically and 
we continue to believe that the private sector is better equipped 
than the government to sort through the complex medical, specific, 
and ethical challenges presented by organ transplantation. 

H.R. 2418 correctly places a strong emphasis on the real solution 
to the organ shortage problem, which is increasing organ donation. 
With your permission, Mr. Chairman, I would like to submit a re- 
port of Kansas State University researcher and professor of psy- 
chology James Shanteau’s recent summary of research on what mo- 
tivates people to donate organs and a press release article which 
expressed serious concern that the HHS new organ policy may re- 
sult in a donation decline. 

Mr. Bilirakis. Without objection, that is made a part of the 
record Dr. Rabkin. Proceed. 

Mr. Rabkin. Thank you, Mr. Chairman. Most importantly, H.R. 
2418 would restore the public’s confidence in the transplant sys- 
tem. Congress should expeditiously take this positive step forward 
building on a truly unique and successfully working transplant sys- 
tem and pass H.R. 2418, the organ procurement and transplan- 
tation network amendments of 1999. We appreciate the oppor- 
tunity to testify here today. Thank you. 

[The prepared statement of John M. Rabkin follows:] 

Prepared Statement of John M. Rabkin, Oregon Health Sciences University 

REPRESENTING THE PATIENT ACCESS TO TRANSPLANTATION COALITION 

Mr. Chairman, distinguished Members of the Committee, I am John M. Rabkin, 
M.D., a surgeon and Chief of Liver Transplantation at the Oregon Health Sciences 
University. 

I am here today on behalf of the 31 organ transplant programs and 1300 patients 
that currently make up the Patient Access to Transplantation (PAT) Coalition. I re- 
spectfully request submission into the hearing record, along with my testimony, a 
recent PAT Coalition policy paper (September 1999) which delineates our views on 
several critical issues in the legislative and regulatory debate. 

The Patient Access to Transplantation (PAT) Coalition supports H.R. 2418, the 
“Organ Procurement and Transplantation Network Amendments of 1999,” the re- 
authorization of the National Organ Transplant Act (NOTA), introduced by Reps. 
Bilirakis, Pallone, and Green. We appreciate their commitment to this issue and 
that of Commerce Committee Chairman Tom Bliley, and other Members of this 
Committee. 

The PAT Coalition urges Congress to pass this legislation because we feel strongly 
that enactment of this bill is the best way to settle the controversy over organ trans- 
plantation resulting from the HHS rulemaking. Moreover, we think it is imperative 
to stem the erosion of public faith in the transplant system that has occurred since 
HHS issued its controversial Rule in April 1998. 

We believe the current organ transplant system is fair and does a good job of ac- 
quiring and allocating organs for transplantation. We all must recognize the ex- 
tremely dynamic aspects of the transplant system as medical developments occur on 
practically a daily basis. Like any system, there is, and will always be, room for on- 
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going improvement, and there are several proposals that the PAT Coalition supports 
to increase the numbers of transplants. 

A recent study hy the Institute of Medicine came to the same conclusion: “The 
committee found that the current system is reasonably equitable for the most se- 
verely ill (Status 1) liver patients, since the likelihood of receiving a transplant is 
similar across organ procurement organizations (OPOs) for these patients.” 

The lOM study contradicted the underlying rationale for the controversial Final 
Rule on organ allocation proposed by the Department of Health and Human Serv- 
ices. In an analysis of 68,000 liver patient records, the lOM panel said “the ‘overall 
median waiting time’ that patients wait for organs — the issue that seems to have 
brought the committee to the table in the first place — is not a useful statistic for 
comparing access to or equity of the current system of liver transplantation, espe- 
cially when aggregated across all categories of liver transplant patients.” HHS al- 
ways maintained that reducing regional differences in waiting times was the pri- 
mary goal of the rule on organ allocation. 

The panel also found that enlarging the current organ allocation areas — a broad- 
er, regional sharing concept that the PAT Coalition generally supports — would im- 
prove the chances of Status 1 and 2 patients being transplanted. 

The PAT Coalition has actively supported the two moratoriums on the HHS Final 
Rule implemented by Congress because we think that the Final Rule usurps the au- 
thority of the transplant community under NOTA to determine organ transplant 
policy. Stated most simply. Congress in NOTA vests the private sector OPTN with 
the authority to determine organ allocation policy. We strongly support this NOTA 
directive and agree with Congress that the private sector entity is far better 
equipped than the government to make medical policy judgments and adapt to 
changing technological developments and scientific and medical advances. NOTA 
simply does not provide the Secretary with authority to substitute her judgment if 
she or her staff disagree with the medical transplant community with respect to pol- 
icymaking — yet the Secretary’s Final Rule usurps this authority by regulatory fiat 
and claims the ability to reverse OPTN policy. 

Among our other concerns, we also recognize that the transplant policy suggested 
in the Final Rule would result in more of our patients djdng while waiting for a 
transplant, and a significantly higher rate of retransplantation and possible organ 
wastage. We are also concerned that the core HHS policy is a design to direct more 
organs to a few larger transplant centers, which would result in a loss of access to 
transplantation services for those patients who could not travel long distances for 
financial or family reasons. 

The Rule itself applies to all organs and cannot withstand medical scrutiny. For 
example, another serious effect of this policy would be to increase the “cold ischemic 
time” for organs since organs would travel farther to the large centers. The lOM 
study pointed out that “a 4.2 percent reduction in re-transplantation ... by using liv- 
ers with lower ischemic times would necessitate less re-transplantation and would 
mean that 170 additional patients could receive a liver transplant.” 

The HHS policy is also shortsighted in its wholesale preemption of state laws re- 
garding organ transplantation. Many of the beneficial policies that have served to 
improve organ procurement and donation are based on state laws, such as the organ 
donor check-off on driver’s licenses. The HHS preemption fails to recognize that fact. 
In addition, this preemption clearly exceeds the authority granted by Congress. 

During the moratorium period, we have worked actively with the transplant com- 
munity to try to form a consensus on how best to deal with the HHS position. We 
have heen involved in discussions with HHS officials who have promised the trans- 
plant community a revised proposal that would take into consideration our objec- 
tions to the Final Rule. We are still waiting for a response from HHS as the clock 
ticks down on the current moratorium scheduled to expire October 21, 1999. We also 
are still waiting for HHS to publish an analysis of the thousands of public comments 
filed in response to the Final Rule. We understand that more than 85% of these 
comments stated strong opposition or concerns about the Rule. 

The best solution to the problem is for Congress to reiterate the long held statu- 
tory premise that organ transplant policy should be left to the private sector trans- 
plant community through passage of new authorizing legislation. And, short of that, 
Congress should continue the moratorium until a new authorization bill can be 
passed. 

H.R. 2418, the “Organ Procurement and Transplantation Network Amendments 
Act of 1999” recognizes that scientific and medical decisions about organ transplant 
policy should be left to the private sector transplant community rather than to the 
federal government bureaucracy, a concept that the PAT Coalition enthusiastically 
supports. The legislation’s construct has worked successfully historically, and we 
continue to believe that the private sector is better equipped than the government 
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to sort through the complex medical, scientific, and ethical challenges presented by 
organ transplantation. 

H.R. 2418 correctly places a strong emphasis on the real solution to the organ 
shortage problem: increasing organ donation. 

But most importantly, this bill would restore the public’s confidence in the trans- 
plant system and would serve to recognize the contributions made by the donors, 
patients, OPOs, doctors and volunteers who have actively participated in the devel- 
opment of a transplant system that results in 21,000 life-saving transplants each 
year. 

Since the passage of NOTA in 1984, the number of people receiving organs has 
increased annually and survival rates are steadily improving. 

Congress should expeditiously take a positive step forward, building on a truly 
unique and successfully working transplant system, and pass H.R. 2418, the “Organ 
Procurement and Transplantation Network Amendments of 1999”. 

We appreciate the opportunity to testify here today. 

Thank you. 


Patient Access to Transplantation Coalition 

POLICY PAPER 

September 1999 

The Patient Access to Transplantation (PAT) Coalition supports an organ alloca- 
tion system that balances fairly “equity” with “utility.” Organ allocation policy must 
seek to achieve the greatest good for the greatest number of people. Organ allocation 
policy must avoid futile transplantation, excessive retransplantation, decreased via- 
bility of organs and other waste adversely affecting the supply of organs. 

Local access to transplantation must be preserved both for the sake of patients 
nationwide, especially minorities and medically underserved populations, and in 
order to improve donation. 


NOTA 

The PAT Coalition strongly supports NOTA’s current delineation of authority. The 
National Organ Transplant Act (NOTA), as initially passed by Congress and as 
amended, establishes and clearly delegates policymaking authority to the Organ 
Procurement Transplantation Network (OPTN), a private sector entity comprised of 
physicians, patients and other transplant community representatives. 

• NOTA’s legislative history explicitly provides that the private sector OPTN should 

decide medical criteria for allocating organs, and should resolve issues regard- 
ing the fair distribution of organs. 

• NOTA grants the Secretary oversight authority. Under NOTA, the Secretary is re- 

sponsible for contracting with the OPTN and for soliciting comments on the 
OPTN’s performance of its duties. 

• The PAT Coalition strongly supports retention of medical decisionmaking in the 

private sector, and opposes HHS’ involvement in developing, modifying or 
vetoing organ allocation policy unless specifically directed under statute. 

PREEMPTION 

NOTA currently does not contain federal preemption statutory language. The Sec- 
retary’s Final Rule should avoid any attempt to preempt by regulation authority of 
the states or authority in the area of organs which the Congress has not granted 
explicitly to the Department. The federal preemption issue should be reserved for 
NOTA reauthorization. Otherwise, HHS invites a lawsuit on the preemption issue. 

HHS ROLE 

The Pat Coalition supports a strong federal leadership role in organ donation. In- 
tractable problems in allocation can never be fully resolved as long as the dire short- 
age of available organs remains and we urge the federal government to assume af- 
firmative responsibility and make this its highest and primary priority. To that end 
the PAT Coalition supports: 

• Substantial increases in federal funding available for organ donation initiatives, 

including a national educational campaign which covers living donor organ do- 
nation as well. 

• Direct financial support and matching grants to states who are willing to mount 

donor education and awareness campaigns within their states, establish donor 
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registration programs, and test other innovative approaches such as contribu- 
tions for funeral expenses. 

• Substantial increases in the National Institutes of Health (NIH) budget for tar- 

geted institute intramural and extramural research initiatives directed at in- 
creasing donations and making scientific and medical progress in organ trans- 
plantation (e.g., NIDDK, NHLBI, etc.). 

• Continual expansion of the HRSA extramural research support funding to test, 

evaluate and replicate creative research projects developed nationwide, includ- 
ing a directive to cover living donation initiatives. 

• Seed money to explore the feasibility and logistics of establishing a national organ 

donor registry. 

The PAT Coalition supports the oversight role given to the Secretary of Health 
and Human Services in the National Organ Transplantation Act (NOTA) regarding 
oversight of the Organ Procurement Transplantation Network (OPTN). HHS has no 
policy role in organ allocation. 

• The PAT Coalition supports strong enforcement of OPTN policies by the OPTN. 

The Department may exercise its oversight responsibilities to seek input on the 
OPTN’s exercise of this authority. 

• Any independent review board created to assist or advise the Secretary (as sug- 

gested by the lOM) must be fully autonomous and independent. The appoint- 
ment, composition and responsibilities of any such group must be wholly inde- 
pendent of any political process and the Department and Administration. We 
do not support using the Federal Advisory Committee Act (“FACA”) construct 
because it would vest the Secretary with appointment authority and the role of 
a committee or advisory board chartered under this authority would be advisory 
and non-binding. This review group should not be charged with any policy- 
making responsibilities which belong in the private sector OPTN. 

LISTING CRITERIA AND PRACTICES 

The PAT Coalition believes that the private sector medical community, including 
surgeons, transplant physicians and scientists, should be solely responsible for de- 
velopment and ongoing refinement, where appropriate, of organ-specific listing and 
de-listing criteria based on standardized medical assessments. 

• In balancing equity and utility considerations, the PAT Coalition recognizes that 

transplantation of the “sickest” patient is not always the best or most appro- 
priate use of an organ, given higher survival rates and lower retransplantation 
rates of less sick patients. 

• The PAT Coalition supports an independent process of prospective and ongoing 

concurrent review of patient status and application of medical listing and 
delisting criteria through chart review of all transplant centers within a given 
region. 

• The PAT Coalition supports imposition of significant monetary penalties by the 

OPTN to enforce standardized listing and de-listing practices, and adherence to 
OPTN policy. 


REGIONAL SHARING 

The PAT Coalition supports broader regional sharing of organs based on private 
sector initiatives and arrangements. The PAT Coalition supports flexibility in the 
size of the population base utilized to achieve broader regional sharing, such as a 
population range of 6-11 million lives. Working relationships and arrangements be- 
tween and among transplant centers in specific regions must drive the development 
of broader sharing. We do not perceive a “cookie cutter” approach to broader sharing 
will succeed because successful sharing must be based on relationships, which re- 
flect regional considerations and availability of transplant centers and other re- 
sources within these regions. The PAT Coalition opposes development of a national 
waiting list and any centralized allocation system administered or structured by the 
federal government. 


IMPORTANCE OF LOCAL ACCESS 

• The PAT Coalition continues to believe that the policy mandated by HHS will im- 
pair access to transplantation services, especially for low-income and minority 
patients. Lack of access to organs may drive some regional transplant centers 
out of business, inflicting a fundamental blow to patient access and patient 
choice. Any Final Rule adopted by HHS must ensure access to transplantation 
and prevent unnecessary transplant center closings. The OPTN must assure 
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that allocation policies developed will not harm patient access to local trans- 
plantation services. 

• The PAT Coalition concurs with the independent research finding that for a sig- 

nificant number of individuals, there is a greater willingness of people to donate 
if they can be assured that their organs will remain in their own local commu- 
nity or at least in their state (source: 12 years of independent research con- 
ducted by Kansas State University researcher James Shanteau). 

ADDITIONAL CONCERNS 

• OPO performance and effectiveness must be measured in a more meaningful way. 

HHS should develop alternative and outcome performance measures for OPOs 
as recommended by the General Accounting Office and endorsed by the Insti- 
tute of Medicine. 

• The Medicare and Medicaid statutes should be amended to ensure coverage to 

transplantation for beneficiaries who are uninsured. Such costs should not be 
borne by transplant centers. 

• Models should be developed and disseminated nationally from careful screening 

of procurement and utilization practices and subsequent clinical outcomes. 

CONGRESSIONAL OVERSIGHT 

The PAT Coalition supports strong Congressional oversight of both the federal De- 
partment of Health and Human Services and the Organ Procurement Transplan- 
tation Network (OPTN). To that end, the General Accounting Office (GAO) should 
be charged with periodic oversight reviews of both the Health Resources Services 
Administration (HRSA) and Health Care Financing Administration (HCFA) pro- 
gram responsibilities and the OPTN contractor. 

Mr. Bilirakis. Thank you very much, Doctor. There is a package 
here, testimony of the National Kidney Foundation and various let- 
ters — Shands Health Care and University of Texas, et cetera, 
which has been handed to the minority, and I would ask unani- 
mous consent that it may be made a part of the record. Without 
objection. That will be the case. 

I very much appreciate Dr. Rabkin emphasizing so very much 
the donation area, because without adequate organs being donated 
we can have all the allocation systems in the world, change this, 
change that, and it is just not adequate. 

And that is what concerns me an awful lot. Granted we are con- 
cerned about allocation and that sort of thing. And Mr. Barrett said 
it as — I am not going to paraphrase and I may even be wrong in 
paraphrasing, but he referred to the people in his area wanting to 
know basically who was getting the organ and at least that there 
would be an easier donation type of a situation if they knew that 
it was sort of local, if you will, or at least regional. And I have 
made those comments before and I feel very strongly about that. 

I don’t have any trouble putting myself in the shoes of the public 
back in my region in terms of — and we do well, particularly in Flor- 
ida, we do well as far as donations are concerned. And someone 
said something about if it ain’t broke don’t fix it, and that concerns 
me. 

I want that to be a part of the record because I know Mr. Irwin 
referred to prior comments on my prior positions on my part. 

But I will tell you and anyone who says differently is lying in my 
opinion, that we are, as I said earlier, parochial. We have to be. 
We represent people in our congressional district. And I dare say 
that if the University of Pittsburgh were not at the forefront of this 
national allocation system, that some of the people in Pennsylvania 
and eastern Ohio might maybe not change their positions but at 
least look at it a little more objectively. And the same thing is true 
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if Florida and the University of Florida and Miami and whatnot 
had a different position, that certainly would have an effect on me, 
and I am going to be the first one to admit that. 

But we are concerned about equitable — to use the terms that I 
think Mr. Irwin used — equitable allocation. And we are concerned 
about the sickest receiving the organs as against those who are not 
in that category. 

I understand that the lOM report concluded the current system 
of liver allocation is not only fair for the sickest patients, but to ev- 
eryone in urgent need of a transplant receives — and I believe Dr. 
Rabkin touched on this — receives one, status 1 and 2A. 

And if that is the case, it makes me wonder. Secretary Shalala 
in a January 20, 1999, press release said: “These findings make 
clear that changes are urgently needed to produce better and fairer 
outcomes for our Nation’s organ transplant patients” and that, “fur- 
ther delay can only needlessly injure patients.” 

And yes, the lOM, which has been quoted so very much by the 
administration and by others and certainly has made the news, ba- 
sically is being held out as having said that unfairness exists and 
that sort of thing. So Dr. Gibbons, would you care to expand? 

Mr. Gibbons. Love to. Let me first state that there is a difference 
between equitable and optimal. 

Mr. Bilirakis. Equitable and? 

Mr. Gibbons. And optimal. 

Mr. Bilirakis. Okay. 

Mr. Gibbons. Our findings were that the status 1 patients were 
treated equitably in the sense that there was not significant varia- 
bility across the organ procurement organization for those status 1 
patients, meaning that the rates of transplantation were fairly 
similar and there weren’t these large geographic heterogeneous dis- 
tributions. This was not true for the status 2B and 3 patients. 
There was considerable variability from one OPO to the other and 
beyond just that, the smaller OPOs were transplanting large num- 
bers more of these less severely ill patients relative to the larger 
organ procurement organizations. 

Mr. Bilirakis. Are the sickest patients receiving the organs even 
though — I mean, and if that is the case, are some of those organs, 
many of those organs, whatever the proper term is, coming from 
outside of those regions? 

Mr. Gibbons. That is an excellent point. First of all, all status 
1 patients are not receiving organs. By our comments about it 
being equitable it means that the rates are fairly similar, but only 
54 percent of the status 1 patients are ever receiving an organ 
across the country. 

Now, what happens to the other 46 percent, which is a very im- 
portant question? 8 percent of those status 1 patients die while 
waiting for an organ. Again, those rates are comparable across the 
system. 

Mr. Bilirakis. Doctor, forgive me, are you saying that appro- 
priate organs are available in other regions and that they are being 
used for people who are nowhere near as sick and for that reason 
these category 1 people are not receiving the organs? 

Mr. Gibbons. That is one of the reasons, yes, sir. 

Mr. Bilirakis. That is one of the reasons. 
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Mr. Gibbons. Absolutely. 

Mr. Bilirakis. And you pointed — you have detailed that in your 
report in terms of evidence of that and that sort? I am not trying 
to he difficult, don’t get me wrong, I just want to he sure. I know 
that you have used terms like “inconclusive” and that sort of thing, 
and I just want to know is this conclusive? I am assured in Florida 
particularly, Mr. Miller can speak to this — nobody is under oath 
here — ^but I am assured that many organs are shipped, if that is 
the proper term, out of the State to be used by recipients who are 
sicker. Is this true, Mr. Miller? If it is not true, please feel free 

Mr. Miller. Well, it just so happens that we have a very, very 
busy transplant program in Florida, many status 1 patients. So if 
I were to say what the net would be, the balance of trade for status 
Is would probably be into the State. On the other hand, were there 
a status 1, let’s say, in Emory in Atlanta, and we have the donor 
in Miami, that status 1 would be sent to Atlanta. 

As a matter of fact. Dr. Payne just testified that the new algo- 
rithm for status 1 sharing was already in the pipeline as the Insti- 
tute of Medicine was deliberating. So there was a more broader 
sharing of status Is 

Mr. Bilirakis. You said that. I suspect that Dr. Payne said that, 
too, and I apologize for not hearing his testimony. But Dr. Gibbons 
heard that. Is that true, were these changes in the pipeline during 
the times that you were deliberating and working up your report? 

Mr. Gibbons. There were changes that were made during the 
course of — towards the end of our report that were to some degree 
consistent with our recommendations. Our recommendations were 
broader sharing all across the board, not just for status 1 patients. 

Also, what you are saying and what Dr. Miller is saying is com- 
pletely consistent with our findings; that is, those States and those 
regions that started to institute broader sharing of one form or an- 
other had an increase, a statistically significant increase, in the 
overall transplantation rates of status 1 patients, making it more 
optimal, despite the fact that it was already quite equitable. There 
are status 1 patients who are not receiving organs, and there are 
small organ procurement organizations in existence that are trans- 
planting much higher rates of 2Bs and 3s that could ultimately go 
to status 1 patients in other organ procurement organizations with- 
in the limits of cold ischemic time. 

Mr. Bilirakis. My time is well up. We might — depending on how 
many more people return, we might go a second round here. 

Mr. Brown. 

Mr. Brown. Thank you, Mr. Chairman. 

Dr. Rabkin, in your testimony you said that the organ transplant 
policy should be left to the private sector transplant community. 
You basically argue, if I understand transplantation, communities 
should make virtually all or basically all allocation distribution de- 
cisions, correct? 

Mr. Rabkin. I think if you define the transplant community as 
it is currently structured, the answer yes would be correct. 

Mr. Brown. How would you define it? 

Mr. Rabkin. Well, the transplant community currently doesn’t 
just consist of transplant surgeons and transplant physicians. It in- 
cludes, most importantly, patients, patient families, donor families. 
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It includes members of the community. So I think it is a very broad 
net. But I think all of these individuals have an interest and a 
knowledge and a commitment to the transplantation process. They 
understand the nuances, and they therefore — what has historically 
happened is they have derived an allocation policy that has been 
very effective and has brought transplantation to the point that it 
is today. It is a dynamic process, continuously evolving and improv- 
ing. 

Mr. Brown. If those transplants are paid by Medicare or Med- 
icaid, FEHP, the Federal health system, does that change the posi- 
tion that you take in terms of who should make these decisions? 

Mr. Rabkin. By the same token that we don’t discriminate on a 
payor to decide who gets a transplant. It doesn’t matter who is pay- 
ing for it who should be making the decision on who should get a 
transplant. 

The answer is no. We are trying to help as many patients as we 
can with the limited resources that we have available. 

Mr. Brown. So with these decisions, spending taxpayer dollars, 
there should be no real public role of government and of rep- 
resenting taxpayers when taxpayers are paying huge amounts of 
money in a very profitable system, a system that has huge — all 
kinds of for-profit entities in this system, from doctors being very 
well paid to hospitals using it as profit centers, for-profit hospitals 
and in some cases not-for-profit hospitals, for other kinds of people 
in this allocation system which you describe very well. There 
should be no role for taxpayer government involvement in these de- 
cisions? 

Mr. Rabkin. No. That is not, in fact, what we believe. There is 
a role for government oversight. 

What I stated was that the allocation policy is a medical deci- 
sionmaking policy. It is similar to all other policies that take place 
currently in other medical fields. There is not a government bu- 
reaucracy deciding necessarily who gets treated with a particular 
illness and in what fashion. I think that there is a level of decision- 
making and oversight that does take place at the Federal level, but 
the allocation policy per se needs to be in the hands of the trans- 
plant community. 

Mr. Brown. Even though the allocation decisions affect large 
numbers of people, even people that — affects large numbers of peo- 
ple beyond perhaps what you very narrowly define as the trans- 
plant community, those decisions shouldn’t be overseen by the HHS 
or shouldn’t be formed or formulated in any way by HHS? 

Mr. Rabkin. I am not sure I really understand your question. I 
think that I have stated as best I can state that I try to segregate 
what we feel ought to be left in the hands of the transplant com- 
munity, which is really the medical decisionmaking involved, as op- 
posed to some of the 

Mr. Brown. Let me take another direction for a moment. Adding 
that UNOS in this bill has an appropriation of $6 million, so there 
is always government involvement when it comes to paying for it, 
the section, page 15 of the bill, this is my concern. I don’t disagree 
with you in terms of the medical decisions. Clearly, the physicians 
and the nurses and the hospitals and the transplant — the patients 
all should have major roles in all of this. But on page 15, there is 
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a section on gifts, “this section does not prohibit the network from 
accepting gifts of money or services including gifts to carry out ac- 
tivities to provide for increase in organ donation.” 

On page 20 of the bill, “Prohibition against organ purchases,” in- 
sert after, “does not include — does not include” — inserting after, 
“does not include the following: A benefit, the exchange of which 
is expressly contemplated by organ distribution policies, dem- 
onstration projects.” it goes on and on and on. 

My concern and a concern of a lot of us on both sides is the enor- 
mous profits that come from the terrific services that you as sur- 
geons and the people that work with you — enormous profits gen- 
erated in many cases. What drives this whole issue in part, I am 
not sure that we — I am not sure that we have protected the public 
when things like gifts are expressly allowed. Those gifts could take 
the form — some cases a gift to encourage people to donate perhaps, 
but in other cases gifts to steer people into major centers or to en- 
courage — maybe if I am a wealthy potential beneficiary, recipient 
of a transplant, then I make a gift to a hospital and get moved up 
on the list, or my family does. We have to be extremely careful 
that — while you certainly want to do the right thing from your tes- 
timony, all of you do, that are physicians and nonphysicians alike, 
we need to be especially careful to not allow the for-profit drive in 
this to overwhelm what should become good public policy. 

Did you want to say something, Mr. Irwin, just a minute ago? 

Mr. Irwin. I just wanted to comment that I believe there are two 
levels of decisionmaking that go on here, or policy setting. One cer- 
tainly is medical. From our perspective I don’t think that we have 
an issue with that. For the most part, the medical allocation poli- 
cies that distinguish status 1 patients from 2As, 2Bs, and 3s we 
feel is pretty well thought out. The problem is the public policy 
issue. With that medical criteria, how big of an attachment area do 
you use? 

The problem with the system today is you have — ^because of a 
varying number of factors, you have relatively small allocation 
areas where relatively healthy patients are being transplanted, 
where sicker patients are not being transplanted in fairly close 
proximity, which really is contrary to the medical allocation deci- 
sion that the sickest patients should be given priority. 

The other concern that we have in our experience is just the way 
these decisions are made by the OPTN contractors’ board. There 
seems to be a lot of self-interest that comes out in the discussions 
at the board level to the point where sometimes recommendations 
from committees that explore this issue are overlooked or overruled 
despite the fact from our perspective they make pretty good sense 
from a public policy perspective. 

Mr. Brown. Thank you, Mr. Chairman. 

Mr. Bilirakis. I thank the gentleman. 

Mr. Bryant. 

Mr. Bryant. Thank you, Mr. Chairman. I apologize to this panel 
for being a little bit late. We were involved in another committee, 
and I have missed some of the testimony. For that reason I would 
ask Mr. Irwin, if you have a microphone handy there, you rep- 
resent NTAC. Is that the correct 

Mr. Irwin. Yes, the National Transplant Action Committee. 
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Mr. Bryant. Does NTAC in any way coordinate its activities 
with the University of Pittsburgh? 

Mr. Irwin. Mr. Bryant, we coordinate our activities with a lot of 
institutions and patients around the country. We have — we speak 
with and work with Mount Sinai Medical Center, with the Univer- 
sity of North Carolina. We have received a contribution last year 
from Jackson Memorial Hospital in Miami. I work with Stanford 
and University of California, San Francisco. And yes, we coordinate 
our activities with all of these institutions, including the University 
of Pittsburgh. 

Mr. Bryant. Thank you. 

Mr. Chairman, if I could, with unanimous consent I have a six- 
page document that is various memoranda from the University of 
Pennsylvania and a one-sheet, two-sided letter from Mr. Living- 
ston, our former Member, former Chairman of the Appropriations 
Committee. I would like to 

Mr. Bilirakis. Is that University of Pennsylvania or Pittsburgh? 

Mr. Bryant. It could be Pennsylvania, UPMC. I think that is 
University of Pittsburgh. 

Mr. Bilirakis. Okay. In any case, without objection, but that is 
a part — well, I am not sure. Anyhow, that is part of the record. 

Mr. Bryant. Thank you. 

[The information referred to follows:] 
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Dear Colleague: 

The one-yc:ir moratorium on newHHS organ trAniplantatioii regulations in 
die Omnibus AppropdaUoru Bill is the rigjit thing to da. 

Yesterday, Members of Congress received an unfortunate and inaccurate letter 
from the Nation^ Transplant Acdon Committee (NTAC) regarding my actions and those 
of Louisiana's in the case of infant Jordan Rosebar who died last June while waiting for a 
.wcond liver transplant. 

First, let me say that 1 am deeply sadde.ted by the loss of Jordan Rosebar. I express 
my condolences to the Rosebar family for having to endure a tremendously difficult loss. 

But tltc regulations proposed by Secretary ofHHS Donna Shalaia will not improve 
the current climate for organ transplantalion: and may well make it much worse. For 
example, distributing organs from a national list and in more centralized locations 
jeopardizes the health of the organ and diminisues the incentive for people to donate in the 
first place. 

The National Transplant Action Committee's assertions that the one-year 
moratorium on HHS organ iranspiantalion regulations will result in increased patient 
deaths is ‘otallv unfounded. The moratorium, will save lives by preventing Ill-conceived 
regulations from going into effect thus preserving a nationwide system of over 270 
transplant centers that provide everyone, including low income paiienis, the opportunity to 
receive life saving transplants close to home. Implementing HHS* one size fits all national 
system for allocating organs will not make iranplanl accessability easiei- for low income 
and other patients who will otherwise have to travel farther to fewer transplant centers and 
who may not be able to transfer Medicaid or other health insurance coverage across state 
lines. The moratnriurn on HHS regulations wa? not aback room deal. These regulations 
have been subject to both House and Senate hearings and have generated so much 
controversy '.hat 35% of the many people who iubrruued fcnr.al ccm.T.ents to FiiS were 
opposed to the reg'ilations. 

The case of Jordan Rosebar demonstrates very dearly the critical need to increase 
the number of organs available for transplantation by increasing the number of organ 
donors natiotiwide. That is why the Omnibus Appropriations conference agreemeiit 
provides funding significantly higher than the Administration's request to increase organ 
donation efforts. 

In order to .inswcr some of the assertions made about the Rosebar case, I 
have provided some facts us I know them now on the reverse side of this page. 



Member of Congress 
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* The orpuu from Uie New OHeen^ deoor could not have saved Jordan Roscbar because slic died 
during the donor’s organ recovery surgery. 

* There were two other status I pat«ms ahead of Jordan Rosebar. 

* The recovery of the donor liver began at 3:C0 ajiu (CDT). According to the Times I’ieayunc, ilic 
child died at 4: 1 7 aju. in Pitt s fa uig hl which would be 3:17 ajn. local time, il'ilic listing was 
Pittsburgh time. Ifiwt, it stQI would lave taken 3*4 boua for the liver to have traveled to her. 

* Jordan Rosebar was not listed in Ftorida when the Louisiana Organ Procurement Agaiey(LOPA) 
ran the list loolcitvfbr suitable patients awaitfiig a liver transplant. Even so, Miami requested Uiac 
LOFA run the list again on behtfofaPittworj^patieat. a tBt|uest dot most organ recovery 
centers VMSuld not have granted. Tianspiaat doctors around the country Ael that tunnirrgtho list 
mote than once opens the door bi lhaaritit!n and poteatai niaoipulatioo of the system. 

* After Mam! turned down the nve; Pittsburgh called LOPA directly and asked dial it be diverted to 
them. As per the eunent pofi^ Ibtt the transplant eonumtnity developed, LOPA told Pittsburgh 
that fiw iivar would go to a in jti tegtrur-ro Georgia. LOPA inlbnncd the Georgia center 
that Phtsbuigh wanted a fiver (or a slana 1 patient and that Pittsburgh would call. Pittsburgh 
cboso not to call the phyaieiaa in Georgia to diseuss the status of their respective patients. The 
Georgia physician nay well have been willing to divert the liver to Pittsburgh. 

* Between 1993 and 1997, 22 Louisiaia fivers went to Pittsburgh. In 1993, LA sent 13; in I99d. 

LA sent 6; in 1 997, LA sent only 3. (PtUsburgh’s organ supply is dwindling from Louisiata and 
other OFOs. Transplant tnehnolagy has beeoipe diffiise with local and rcgiotal centers around the 
country now providing ^'"*v*v* to marry patients in their own geographic areas.) 

* 

• Pittsburgh has not sent any livers to the Louisia n a transplant caiters LOPA coordinates. 

• I than 434 of Pittsbuigh's transplanted patients ate Aftican-Amoican. 

• In I99d, the rate of African-Americans in Louisiana ttxdving liver traiuplaiils 'vas nearly 3 liims 
the natirwal ave r a ge , with more than 23% of Louisiana’s liver iranspUuus being pirrfornicd on 
Airiean-Arocrican patients and nearly 27% were Medicaid. 

• Transplant pioneer Dr. Michael DcBakcy wrote, “. . .the regulations (issued by Sec. Slialala) 
would unmteniionally reduce the number of people who grt transplants and llms cause more 
patients M die-all because of a change in policy Ihal sounds logical initially, but tvoulii .actually 
have devastating coosequenees.” 

Ho continues Tliere is a viral medical reason that the sickmt patients are not always at tlic top of 
the list for transplantable organs. Many of llrcse patients are' so sick dwir bodiei would reject a 
transplant, and they would require a second or even a third transplant to survive. Tliis would 
reduce the number of organs available to other paiienls, and over time, cause hundreds more to 
die.” 

• Ronald Busuttil, M.D.. President-eleel of the American Society of Transplant Surgeons, tcstifial 
that “Giving priority to sirdeest first over broad geographic ar^ would be wasteful and dangerous, 
resulting in lower paiienls tiansplaaled, increased death rates, increased re-Inmspiantation due lo 
poor organ function, and iniaeased overall cost of traiuplanlation.” 

• The regional slating system gives lire patient an advantage because tlic sooner an organ is 
transplanted, tlie more succcssfril die transplant. 
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Mr. Bryant. The concern I had, quite frankly, Mr. Irwin, is that 
in this confidential memorandum, it is discussing various strate- 
gies in lobbying Congress and getting people to write letters, which 
I assume would be taking a position consistent with the University 
of Pittsburgh. 

It mentions that Charlie and Craig mentioned it is more critical 
than ever for legislators to hear from their constituents. And then 
Craig and Charlie have identified the following members of the 
House and Senate Appropriations Committees as initial targets be- 
cause of their views in the district. 

So it looks to me like you have been coordinating strategies that 
I assume would make NTAC consistent with taking the position 
consistent with the University of Pittsburgh? 

Mr. Irwin. Certainly, Mr. Bryant. The same thing is happening 
on the other side of this issue with the opposition. 

Mr. Bryant. I have no doubt. I just want to be transparent. 

Mr. Irwin. In addition, I would like to state that we do have 
membership around this country, and we rely on volunteers and 
that membership to also help us in a variety of areas. 

Mr. Bryant. Does — do you — you are an active lobbyist for the 
year 1998. During this particular year, and including the year that 
you wrote the letter about former Chairman Livingston, were you 
officially lobbying? Were you registered as a lobbyist in 1998? 

Mr. Irwin. The National Transplant Action Committee has not 
filed as a lobbyist. The work that I do I do through a private com- 
pany. And as directed by law, this is a company that I started with 
Mr. Charlie Fisk that does a variety of services in the transplant 
field. As appropriate, we have filed papers with respect to the lob- 
bying act. 

Mr. Bryant. For year 1998? 

Mr. Irwin. Mr. Bryant, off the top of my head, I can’t tell you 
exactly. I think we filed in 1997 because we did have some consid- 
erable expenditures, but I know in the last year I can’t tell you 
whether or not we met the criteria or not. 

Mr. Bryant. Could you tell me if either you or Mr. Fisk are 
being paid by the University of Pittsburgh to testify? 

Mr. Irwin. No. I have never been paid by the University of Pitts- 
burgh to testify. 

Mr. Bryant. And Mr. Fisk? 

Mr. Irwin. No. 

Mr. Bryant. Dr. Ranh, if I might ask you some questions also. 
At last year’s hearing there was a great deal of concern that the 
regulations would force the closure or have a severe negative im- 
pact or small and medium-size transplant centers who are per- 
forming these vital services. The Secretary at that time assured 
this committee that she would make certain that regulation would 
not have that effect. Specifically, the Secretary was asked by Sen- 
ator Frist, “Would you be willing to provide assurances and regula- 
tion if possible that you are not asking the UNOS or whoever the 
contracting agency might be for a policy that would result in the 
center’s closing,” end of question. 

The Secretary responded, “The answer is yes. As best I can tell, 
the lOM report was less than convincing that these regulations 
would not have such an impact citing conflicting studies.” 
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My question is are you willing to give this subcommittee the 
same assurances that the Secretary did last year? 

Mr. Raub. Sir, the final rule as published in April includes the 
provision that, when the OPTN develops the proposed allocation 
policies, it take into account and make an assessment of the likely 
impact on those small centers. The basis of that provision is to ful- 
fill the Secretary’s assurance. It is not our desire to close small cen- 
ters. 

Mr. Bryant. That would be then — you feel that would ade- 
quately protect the small centers? 

Mr. Raub. We do, sir. 

Mr. Bryant. Mr. Chairman, is my time up? 

Mr. Bilirakis. It is. If you would like an extra minute or so, with 
unanimous consent, we will be glad to grant it. I do want to finish. 
Hopefully, we will finish up before the vote comes up on the last 
amendment on this particular bill on the floor. Please proceed if 
you would like. 

Mr. Bryant. If I could have unanimous consent for one addi- 
tional question? 

Mr. Bilirakis. Without objection. 

Mr. Bryant. Dr. Raub, we are all aware of the substantial de- 
bate generated by the Department’s April 2, 1998, final rule. I un- 
derstand that you have conducted a series of meetings with the 
transplant community aimed at identifying a reasonable com- 
promise all parties can live with. It is also my understanding that 
as part of the process, the Department has indicated on several oc- 
casions its intent to reissue modifications to the April 2, 1998, final 
rule, but has not yet actually done so. Specifically, your letter of 
August 30, 1999, to the transplant community stated that “I intend 
to move vigorously in cooperation with the transplant community 
to put a modified final rule in place — ’’and this is important — “and 
to bring about the changes in the regulation that could and should 
be made.” 

Why then, when we find ourselves less than 1 month from the 
expiration of the current moratorium, has the Department not yet 
issued anything in writing to indicate the proposed modifications of 
the final rule? Are we running out of time? 

Mr. Raub. Sir, in considering the public comment, the lOM re- 
port, and the meetings with the representatives of the transplant 
community, the Department has made several determinations. One 
is that the core principles and provisions as embodied in the rule 
are sound. Second, these interactions have helped us identify a 
number of areas where some refinement or revision or other clari- 
fication in the rule would make it better and would be responsive 
to many of the concerns. I indicate two examples in my prepared 
testimony. 

Third, the intent of the Department, by the time of the date of 
the end of the moratorium, is to have those revisions in place and 
be prepared for that revised rule to go forward. 

Mr. Bryant. If I might follow up, on a time line, when would we 
see this? 

Mr. Raub. I can’t state a precise time line other than that our 
intent is to meet the end of the moratorium and to have these revi- 
sions in place at that time. 
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Mr. Bryant. Can you identify for this subcommittee those as- 
pects of the rule that you plan to change? 

Mr. Raub. Just elaborating on one of the examples in the testi- 
mony, both the lOM report and a number of the public comments 
indicate a desirability of some sort of scientific expert independent 
advisory panel. We believe that is an intriguing idea. We are con- 
sidering the number of variants that have been proposed for that. 
We are looking at that in the context of the Federal Advisory Com- 
mittee Act. That is an area that we are pursuing very seriously. 

Also, our colleagues on the outside have pointed to the various 
sentences in either the rule or the preamble that have caused them 
to conclude, incorrectly, that the rule calls for a national list, that 
it overrides the decisions of physicians with respect to which pa- 
tients to transplant. We are looking hard at that language. That 
was not the intent of it. To the extent that we identify an ambi- 
guity and can clarify that, we will do so. 

Mr. Bryant. Thank you, Mr. Chairman. 

Mr. Rabkin. Mr. Chairman, would it be out of order for me to 
just ask a question? 

Mr. Bilirakis. Who asked that? A question of whom, of Dr. 
Raub? 

Mr. Rabkin. Yes. 

Mr. Barrett. Mr. Chairman, there is 10 minutes until the next 
vote. 

Mr. Bilirakis. If you are going to ask questions, sir, without — 
this is out of the ordinary, but do it quickly. And respond to 
very 

Mr. Barrett. I would like to object until we are done with our 
questioning, if I could. 

Mr. Bilirakis. Okay. The objection is heard, so you can’t do it. 

Mr. Barrett. 

Mr. Barrett. Thank you, Mr. Chairman. I don’t mean to be 
rude. If we have time, I would be happy to let you do it. 

Mr. Irwin, you begin your testimony by saying you are a con- 
sumer advocate of the National Transplant Action Committee as a 
consumer advocacy organization; is that correct? 

Mr. Irwin. Yes. 

Mr. Barrett. What percentage of your funds comes from con- 
sumers? 

Mr. Irwin. Off the top of my head, I couldn’t tell you. 

Mr. Barrett. Would it be fair to say that over 90 percent comes 
from hospitals? 

Mr. Irwin. Not that much. 

Mr. Barrett. Can you give me a ballpark figure? 

Mr. Irwin. It is like moving — a moving target. What I can tell 
you is we recently did a fund-raiser in our community with about 
200 volunteers that raised about $30,000. I would say maybe 60 
percent. 

Mr. Barrett. Dr. Rabkin, the Patient Access Coalition, I assume 
the lion’s share of your money comes from hospitals as well? 

Mr. Rabkin. That is correct. 

Mr. Barrett. I say that because we are all on our best behavior, 
and we are all trying to be nice to each other, but we are fighting 
about money, and we shouldn’t forget that. 
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I would like to sort of invite you in and have you sit with me 
and pretend for a moment that I am a hospital administrator that 
is affected by this rule. We have been spending $200,000 on an 
organ procurement outreach network in our community. This new 
rule comes down that says from here on in the organs will not stay 
in our region, they will be shipped across the country. Correct me 
if I am wrong, but as I am sitting here with my surgeons, my 
nurses, and my other hospital administrators, I am going to say, 
zero out that $200,000 in organ procurement, that is no longer a 
priority. Put that $200,000 into developing a waiting list of the 
most critical patients. Won’t I do that. Dr. Raub? 

Mr. Raub. I see that as a possible decision, sir, but I couldn’t 
state it with certainty that it would or wouldn’t be. 

Mr. Barrett. Dr. Gibbons, what would you do if you were ad- 
ministrator of that hospital? Would you put money into organ pro- 
curement, or would you put it into developing a waiting list, if you 
were running a hospital? 

I am asking what you would do. Data shmata. What would you 
do? 

Mr. Gibbons. I only do data, sir. 

Mr. Barrett. You look remarkably like a human being, so I am 
asking you what you would do if you were the hospital adminis- 
trator. 

Mr. Gibbons. If I were the hospital administrator, sir, I would 
note that increased broader sharing has actually increased dona- 
tion rates, and that to ship an organ across the country doesn’t 
make an awful lot of sense given cold ischemic times and the 

Mr. Barrett. $200,000, where would you put that money, put- 
ting patients on a waiting list or procuring organs that might by 
shipped across the country? 

Mr. Gibbons. I would put it into procuring organs because I don’t 
believe that those organs would be shipped across the country. I 
think broader sharing is a good thing, and 9 million people is not 
so large that it reaches 

Mr. Barrett. Okay. Mr. Gibbons. 

Mr. Gibbons. That is me. 

Mr. Barrett. Mr. Irwin, what would you do? 

Mr. Irwin. It doesn’t make sense to try to buildup your waiting 
list if you don’t have the donors to service it. 

Mr. Barrett. But aren’t we putting together a beautiful system 
for a free rider in pure economic terms, someone who says, well, 
I am not going to worry about organ procurement because I gain 
nothing. I gain nothing from organ procurement — in the most self- 
ish way. Maybe in the global picture we do, but I am concerned 
about my center here. And so the ticket to success under this sys- 
tem is to develop a waiting list. 

Wouldn’t we agree with that, the ticket to guaranteeing patients 
under this new system — guaranteeing patients under this new sys- 
tem is not getting organs, the ticket is getting sick patients. So if 
I am a rational economic actor, I am going to be putting my effort 
into getting sick patients. I think that has a devastating impact on 
the supply of organs. 

Mr. Irwin. If you still want to hear from me, let me make a cou- 
ple of comments. 
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First of all, organ donation rates certainly vary throughout the 
country. I don’t see any evidence that transplant centers or OPOs 
with larger waiting lists are less aggressive or more aggressive in 
trying to find donors. I think everybody in this system works hard 
to maximize organ donation. 

Second of all, I think you will find that in many cases patients 
who do end up — who are sick patients who end up in a larger cen- 
ter, they are there because they are turned down by another center 
who doesn’t have the expertise or the willingness to transplant 
them. 

Third of all, I think if you look at the data, transplant centers 
that do transplant fairly sick patients in many cases have survival 
rates that are on a par or even better than transplant centers that 
transplant healthy patients. 

Mr. Barrett. If I may, Mr. Chairman, I know that time is short. 
I also want to make this point. This is from Mr. Irwin’s testimony 
commenting on the lOM study. Quoting, “Broader sharing of or- 
gans resulting from implementation of the final rule is not likely 
to have a significant adverse effect on those who depend on Med- 
icaid for their health care.” 

I don’t read that as a ringing endorsement that we are going to 
improve access to the poor. That is one of the things that we have 
had discussions here. To say that it is not going to have a signifi- 
cant adverse effect certainly leaves the door open that it is going 
to have an adverse effect. With minorities in particular, the com- 
mittee found, “that African-Americans do not receive kidney treat- 
ments as quickly as whites,” and that the Department’s rule would 
not exacerbate this problem. It doesn’t say it will improve the prob- 
lem, it simply says it is not going to make the problem worse. 

So again, I think as we talk about minorities, about the under- 
served, that no one should leave this room thinking that the De- 
partment’s rule is somehow helping minorities and the poor based 
on lOM’s own statement. 

I would yield back the balance of my time. 

Mr. Bilirakis. Mr. Green. 

Mr. Green. Thank you, Mr. Chairman, and I will be as quick as 
I can. 

My first question is for Dr. Miller and Dr. Payne. I am concerned 
that OPOs have not shown a willingness to share organs with 
other OPOs or States within their closed region unless they do not 
have any match within their own area. This practice is — the Insti- 
tute of Medicine found it could have a negative impact on all pa- 
tients who may lose the opportunity to receive a life-saving organ 
based solely on their location. 

In your testimony, you mentioned that the OPTN had already 
begun to implement some of the lOM recommendations as they re- 
late to organ sharing. Would you comment in greater detail on the 
steps that have been taken? Are there plans to take or encourage 
or require broader sharing of organs by OPOs within reasonable 
geographic boundaries? 

Remember, I am from Texas. We are pretty big. We have three 
OPOs in our own State, and geographically there is no relation to 
their areas. 
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Mr. Miller. Dr. Payne is going to be able to do this better than 
I. I would like to comment, though, if I might. The reason is he is 
the president of UNOS this year. I think that is important. That 
is where this process occurs. 

However, we have felt the impact and are going to feel more of 
this impact because of broader sharing, and it has to do with the 
most urgently ill patients needing it. It is going to be regionalized 
rather than localized so that in a region — for instance, we are in 
a very large region in Florida that consists of Florida, Alabama, 
Georgia, Louisiana, Mississippi. We are talking about a large re- 
gion that has much more than 9 million people. That region has 
developed methodologies now to attempt to share status 1 — liver 
status 1 patients. 

May I make one comment about this local effect on organ dona- 
tion, because there has been actually statements made by both the 
esteemed Congressmen here as well as some of my colleagues at 
this table that have actually put words into the lOM’s mouth, so 
to speak. lOM came out with a statement that was very percep- 
tively stated by Congressman Bilirakis, our chairman, that said 
that it was inconclusive as to whether there would be an effect or 
not on local organ retrieval or closure of local programs. Inconclu- 
sive. They did not say that there would not be an effect. 

Now, if you were to ask experts in this field, the majority of the 
American Society of Transplant Surgeons feel that there would be 
an effect. We came out with a white paper about that. That word 
is very important because it is a word that is used by — if you will 
forgive me — statisticians who do not wish to make mistakes. It is 
very important that they don’t. 

Mr. Bilirakis. Doctor, would you submit that white paper for the 
record? 

Mr. Miller. It has been submitted, and we will do so again. It 
was our first paper on this when the 

Mr. Bilirakis. Please do so. The staff is not certain. 

[The information referred to follows:] 

Prepared Statement of the American Society of Transplant Surgeons 

ON EFFORTS TO RESOLVE THE CONTROVERSY OVER THE ORGAN PROCUREMENT AND 
transplantation NETWORK 


Introduction: 

On October 21, 1998, a Congressionally ordered moratorium went into effect on 
implementation by the U.S. Department of Health and Human Services (DHHS) of 
the Final Rule published by HHS Secretary Donna Shalala in the Federal Register 
on April 2, 1998 (42 CFR Part 121). This one-year moratorium is scheduled to end 
on October 21, 1999 unless further extended hy the U.S. Congress. In imposing the 
moratorium, Congress asked the Institute of Medicine (lOM) and the General Ac- 
counting Office to conduct a study of current policies of the Organ Procurement and 
Transplantation Network (OPTN) and the potential impact of the Final Rule. An 
lOM Committee was formed to conduct this study in early 1999, and it published 
a report, entitled “Organ Procurement and Transplantation: Assessing Current Poli- 
cies and the Potential Impact of the DHHS Final Rule,” on July 20, 1999. 

The American Society of Transplant Surgeons (ASTS), as the professional organi- 
zation representing the surgeons, physicians and scientists who lead the transplant 
programs at the major medical centers across the United States, is committed to the 
continuing refinement of organ allocation policies to meet the needs of our patients. 
During the past 18 months, we have expressed both strong support for and strong 
opposition to various aspects of the Final Rule. We have met repeatedly with leaders 
of DHHS, have testified on this subject at hearings conducted by the U.S. Senate 
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and the U.S. House of Representatives, and have both testified before and provided 
voluminous written information to the Institute of Medicine during its deliberations 
in the spring of 1999. 

We believe, based on numerous conversations, that an increasingly broad con- 
sensus exists among members of the transplant professional community on many 
of the most contentious aspects of the Final Rule. We believe if a new Final Rule 
were to be published today, it would not contain some of the elements that ASTS 
has most vigorously opposed. DHHS itself has stated that it intends to publish some 
number of unspecified changes to the Final Rule at some unspecified time prior to 
implementation. We are increasingly apprehensive, however, that the transplant 
community — and Members of the U.S. Congress, which is concluding its 1999 Ses- 
sion — will not see the proposed changes in a timeframe that would enable Congress 
to again legislatively defer implementation of the Final Rule if the changes are not 
found to be sufficiently responsive to our concerns. 

While we do not propose in this position paper to repeat all of the points ASTS 
has made in published position statements and testimony, we would like to high- 
light the major concerns we have been discussing with DHHS — and our views on 
recommendations of the lOM Committee. We also urge Secretary Shalala to imme- 
diately publish the changes she proposes to make in the Final Rule. Given that the 
one-year moratorium is near an end and we still have not seen any proposed 
changes, we believe that when publication of changes by DHHS finally does occur, 
a reasonable period of time for consideration of, and reaction to, these changes by 
the transplant community — and Members of Congress — prior to implementation is 
both fair and essential. 

NOTA and Secretarial Authority: 

The most difficult area to resolve in our discussions with representatives of DHHS 
has been the question of Secretarial authority. We strongly believe the National 
Organ Transplant Act (NOTA), which was passed by Congress in 1984 and estab- 
lished the OPTN in the private sector under government contract, intended for the 
OPTN to make organ allocation policy based on sound medical principles and sci- 
entific data independent of political influence. This important principle is reaffirmed 
in the NOTA reauthorization legislation introduced this summer in the U.S. House 
by Chairman Michael Bilirakis and we hope that the legislative consideration of 
NOTA Reauthorization will move forward in the coming year. 

Let us be clear that ASTS supports preservation of the Secretary’s legitimate 
oversight role. Three of the five specific recommendations included in the lOM Com- 
mittee’s report addressed the area of oversight and review. The committee concluded 
that “oversight and review of the nation’s organ procurement and transplantation 
system needs to be enhanced to improve the system’s accountability to the public 
and to ensure that it operates effectively in the public interest.” We endorse Rec- 
ommendation 8.1 (Exercise Federal Oversight) and we stand ready to assist DHHS 
in defining and updating performance standards for the OPTN, OPOs and trans- 
plant centers. 

We simultaneously recognize and support the responsibility of the OPTN to make 
specific organ allocation policy based on sound medical principles and scientific data. 
We have expressed to DHHS our concerns that sections 121.4 (b) and (d) could be 
interpreted as setting the stage for the Secretary of DHHS to make specific alloca- 
tion policy, and have suggested changes in these sections to clarify the respective 
roles. DHHS’s oversight responsibility should be to ensure that the policies that 
guide the operation of the system are equitable, based on sound medical science, 
and are adhered to. However, the Secretary must not dictate specific transplant 
practices or medical judgments. The OPTN’s responsibility is to make specific policy 
concerning allocation and to modify that policy on the basis of sound medical science 
and developing medical practices. 

Independent Scientific Review: 

We believe lOM Recommendation 8.2, that the Department “establish an external 
independent, multidisciplinary scientific review board,” has great merit. We agree 
with the committee that the organ allocation system should be reviewed periodically 
by an independent body separate from the OPTN. Obviously, a number of key issues 
remain to be addressed, including the makeup of this board, how members would 
be appointed, and what issues the board would review. 

To be truly independent, we believe it important that the independent scientific 
review panel not be appointed at the sole discretion of the Secretary, and since this 
panel will be reviewing issues of medical judgment, we believe it imperative that 
this panel consist of not more nor less than 50 per cent transplant surgeons and 
physicians active in the field of transplantation. We believe an appropriately com- 
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posed body could bring medically sound resolution to difficult or contentious prob- 
lems through careful objective review. We would then expect the Secretary and the 
OPTN to work together to develop solutions based upon recommendations of this 
body. We are prepared to suggest appropriate scientific experts to participate in 
these reviews. 

Standardized listing and de-listing criteria: 

The transplant community currently recognizes the need for standardized listing 
criteria, de-listing criteria and criteria for determining medical status. It is clearly 
within the purview of the OPTN to develop these criteria, and to continually refine 
them based upon changes in clinical care resulting from advances in medical 
science. We believe the Final Rule should instruct the OPTN to develop standard- 
ized listing and de-listing criteria, and to develop a process for both prospective and 
retrospective review for compliance. It should also provide a mechanism for funding 
prospective review, such as an increase in listing fees. In this area, we would expect 
that DHHS would be in a position of enforcing sanctions for non-compliance, and 
we urge that the language of the Final Rule be changed to clearly reflect this. 

Evaluation and Enforcement: 

We totally agree that allocation and other policies, such as standardized listing 
and de-listing criteria, must be enforced. However, as noted in section 121.10, the 
only enforcement currently specified would involve relatively harsh penalties, in- 
cluding termination of a transplant hospital’s participation in Medicare or Medicaid, 
or termination of a transplant hospital’s reimbursement under Medicare or Med- 
icaid. 

We believe the Rule should direct the OPTN to make recommendations on grad- 
uated enforcement options, and work with DHHS to develop a process for corrective 
action prior to imposition of severe sanctions. Among the issues to be addressed is 
due process, including at what level of enforcement Secretarial approval is required 
prior to imposition of penalties. 

Organ specific allocation policies: 

We have previously emphasized the important principle that different organ 
transplants require different allocation policies. The lOM report is careful to make 
recommendations about liver transplantation only. Objective criteria of disease se- 
verity may be relevant to organs in which there is no suitable life support system, 
such as livers or hearts. These types of criteria may have no relevance to other 
organ transplants, such as kidneys or pancreata, for which there are suitable sup- 
port techniques. We urge the Secretary to review the Final Rule and indicate that 
other principles may apply to such organs. 

Reducing Socio-Economic inequities: 

We are encouraged by the lOM report’s conclusion that “the most important pre- 
dictors of equity in access to transplant services lie outside the transplantation sys- 
tem — that is, access to health insurance and high-quality health care services. Thus 
we are concerned that Section 121.4, subsection (3) of the final rule may seem to 
place a too-heavy burden on transplant hospitals and OPOs. Specifically, we propose 
that subsection (3) be changed to: “(i) Ensuring that patients in need of transplant 
are listed without regard to source of payment, (ii) Procedures for transplant hos- 
pitals to make reasonable efforts to obtain from other sources . . .” 

OPTN Board Composition: 

The final rule in Section 121.3 mandates an OPTN Board with a minimum of 30 
members. Two seats are specifically allocated to transplant surgeons and two to 
transplant physicians. It provides that “transplant candidates, transplant recipients, 
organ donors and family members” shall comprise “at least 25 percent” of Board 
members; and that transplant surgeons and transplant physicians shall comprise 
“no more than 50 percent.” We strongly believe that because of the technical and 
scientific as well as ethical and social problems continuously occurring in this field, 
transplant physicians and surgeons should comprise no more nor less than 50 per- 
cent of the membership of the Board. 

Allocation of Organs: 

In 1998, DHHS contended that differences in the median time that patients spent 
waiting for a transplant at various centers demonstrated a fundamental unfairness 
of the current allocation system, and argued on that basis for immediate implemen- 
tation of the Final Rule. 

ASTS has always taken the position that waiting times as used by DHHS were 
not a good indicator of fairness, and totally agree with the data analysis performed 
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by the lOM Committee which clearly indicates that waiting time is not a reasonable 
measure of equity of allocation for patients nor is the disparity of overall median 
waiting time a reasonable measure of fairness of the current system. 

But while we do not helieve that waiting times as currently used are an appro- 
priate performance measure, we are not — in the absence of a better methodology — 
prepared to totally endorse the lOM Recommendation to “discontinue use of waiting 
time as an allocation criterion for patients in Status 2B and 3.” We believe waiting 
times might continue to be one consideration in the triage of liver patients in Status 
2b and 3 when all other medical criteria are equal. 

Thus, we recommend that certain sections of 121.8 be revised. As we have pre- 
viously stated, neither time waiting nor medical urgency can be considered absolute 
measures of equity for allocation of all types of organs for transplantation. For these 
reasons, we would suggest that the final rule contain general principles of equity, 
and suggest that it be left to the OPTN to develop the specific policies that achieve 
equity. 

Record Maintenance and Reporting Requirements: 

We endorse lOM Recommendations 8.3 (Improve Data Collection and Dissemina- 
tion). We strongly agree that physicians, patients and the public should have access 
to accurate, understandable, and timely information regarding performance of the 
OPTN, OPOs and transplant centers. However, the provisions in Section 121.11 
mandating that updated data be made available to the public “no less frequently 
than every six months . . . and shall be presented no more than six months later 
than the period to which they apply” are not currently realistic. We propose that 
data be collected annually. The one-year border will likely lead to more accurate and 
efficient reporting. We also propose that data made available within one year after 
the period to which it applies, but that it be made available more quickly at a time 
when implementation of improved systems make this possible. Within two years of 
the date of implementation of the Final Rule, we believe it should be possible to 
make data available no more than six months later than the period to which the 
data applies. 

It is extremely important that the Secretary assure that any release of data be 
done in a manner that preserves the confidentiality of individual patients and do- 
nors. Understanding that organ transplantation is performed infrequently even in 
the busiest centers, identification of the date and location of a procedure could si- 
multaneously identify the donor and recipient. Thus, in some circumstances, appro- 
priate coding of some information may be necessary. 

Organ Allocation Units: 

We believe that Recommendation 1 (Establish Organ Allocation Areas for Livers) 
is deserving of further study and would urge the Secretary — even prior to issuance 
of the Final Rule — to direct the OPTN to present an analysis on those areas where 
broader geographic sharing is now in effect and possibly even conduct tests in cer- 
tain geographic areas based on this recommendation. Although the report of the 
lOM committee found no evidence that supports the concerns that wider sharing — 
or disassociating organ retrieval from organ allocation — would lead to decreased do- 
nation or closure of small programs, further study is required before such a conclu- 
sion can be drawn. There is no question that several OPOs serving relatively small 
population areas have achieved some of the best donation rates, while other OPOs 
do not have comparable rates of donation. This would suggest that local factors may 
well influence organ donation, a very complex and delicate system, and that changes 
should be made with extreme care. Therefore, to the extent that steps are taken ei- 
ther to broaden organ allocation areas or disassociate organ retrieval from organ do- 
nation, we recommend that any change in policy be reviewed by the OPTN within 
one year, and at yearly thereafter, for its impact on patient outcomes, organ dona- 
tion rates and transplant center volumes. We suggest that the OPTN might also un- 
dertake studies to determine whether the same principle of population-based alloca- 
tion areas might improve the system of allocation of other organs. 

DHHS and OPTN: 

The report of the lOM committee clearly supports complementary roles of DHHS 
and the OPTN in the transplant system. Unfortunately, a variety of issues have led 
to substantial discord between the two organizations. While we understand the posi- 
tions of the two parties and have commented on them previously, we believe it is 
critical to the transplant community that these disputes be ended. We are encour- 
aged by Secretary Shalala’s announcement that DHHS is prepared to make alter- 
ations in the Final Rule, and urge her to publish those changes for consideration 
by the transplant community and the U.S. Congress at the earliest possible date. 
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September 16, 1999 

Mr. Bilirakis. Please proceed, Mr. Green. I am sorry for inter- 
rupting. 

Mr. Green. Dr. Payne? 

Mr. Payne. My comments regarding wider sharing 

Mr. Green. Wider sharing within the region. I am not familiar 
with southeast Texas, but I am in the Southeast of the United 
States but understand Texas and sharing within the region, if not 
nationally. 

Mr. Payne. If I could just preface the answer with a little expla- 
nation about OPO boundaries, because I would hate for UNOS to 
be saddled with the present OPO boundaries. Those boundaries 
were established by HHS at the point that they were established 
through HCFA. They were approved by HCFA. So those OPO 
boundaries were out of the purview of UNOS at the time. 

Mr. Green. My concern, though, is that the goal, I think, was to 
regionalize it; not nationalize it, but regionalize it. 

Mr. Payne. One of the first policies that UNOS adopted that ex- 
tended sharing beyond OPO boundaries was that of identically 
matched kidneys. That truly is a national program where if a kid- 
ney is made available anywhere in the country, and it is a so-called 
perfect match with anybody on the waiting list, every effort is 
made to get it to that particular patient. If more than one patient 
is identified, the patient waiting the longest gets that organ. That 
is a long-standing program that is available and takes it — expands 
all OPOs in the country. That is an extraregional sharing agree- 
ment. 

Mr. Green. That is for kidneys. That sounds like what HHS 
might be wanting to do. I am a cosponsor of the bill, and I am con- 
cerned about what may happen in my own State. 

Mr. Payne. The point there is that there is efficacy in doing that. 
There is demonstrated improvement in outcome, so there is an ef- 
fort made to do that, plus it is possible to do that with kidney 
transplants because the cold ischemic time that we heard about is 
not as critical in kidneys. They can go longer, so you have the time 
to do it. In a liver transplant, it is much more difficult to set up 
some sort of that broad sharing scheme. 

So there have been stepwise attempts in regions around the 
country to broaden sharing agreements across OPOs. Many of 
them, they have been permitted by UNOS. Now, most recently the 
policy that has been put in place nationally is that it will mandate 
regional sharing, meaning the 11 UNOS administrative regions for 
status 1 liver transplant recipients. Again, that is because of the 
effectiveness of that for that particular patient population. Those 
patients have a demonstrated benefit. 

Earlier on. Dr. Gibbons was talking about the differences be- 
tween equity and effectiveness, and in that case there is a real ef- 
fective change in going from that 4 days that people average down 
to 2 days. Everybody moves together. There is no change in equity. 
Everybody waits the same amount of time, but everybody wins in 
terms of effectiveness in terms of that patient. 

Mr. Green. Thank you, Mr. Chairman. I see my light on. Since 
we haven’t had a call for a vote, I have one question 
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Mr. Bilirakis. Without objection, I have no problem with you 
asking that additional question. 

Mr. Green. Thank you, Mr. Chairman. 

Dr. Raub, you mentioned that proposed provisions, we won’t have 
to wait much longer. But again, this legislation and Congress is 
going to have to act before October. It concerns me that we don’t 
have those revisions now so that we can look at them and see what 
may need to be done. But that leads into, both for the administra- 
tion and UNOS and the rest of the panel, that we have been deal- 
ing with this in delaying the effectiveness of the final rule. There 
has been — in earlier hearings there was effort to have both sides 
sit down and work together to see how we could come up with 
something that would be, and to this date I guess we haven’t. 

Has there been efforts between the administration and HHS and 
UNOS and the various groups to actually sit down and see how 
this could be worked out? 

Mr. Raub. Sir, repeated discussions and meetings have been held 
with both oral and written comments. As I indicated in my testi- 
mony, the Department has considered very seriously all of those 
comments and has identified some areas where, while not modi- 
fying the core principles or provisions of the rule, we think some 
refinements would improve it. And we are working hard to get 
those formulated before the moratorium date ends. 

Mr. Green. Thank you, Mr. Chairman. Any other comments 
from — everyone else has a dog in the fight, so to speak. 

Mr. Miller. The American Society of Transplant Surgeons has 
met with the Department very recently. My colleague, the presi- 
dent of the society. Dr. Busuttil, met with Dr. Fox. 

We are concerned that we will not see this rule until the very 
last minute. There may be language in the rule that still might be 
improved upon. This is of great concern to us. 

Mr. Rabkin. Mr. Green, I would like to echo that thought and 
say that after having such a long period where we have had an op- 
portunity to meet with the HHS and failed up to this date to have 
any concrete proposal for change, it troubles us as well in the PAT 
Coalition that we will not have the opportunity to weigh in and 
make suggestions for refinement. As an example. Dr. Raub pointed 
out that the lOM suggested an independent panel to be set up to 
look at some of these issues. In fact, then he went on to mention 
implementing the Federal Advisory Committee Act. 

Well, the problem that we would immediately recognize is that 
under that act it is directly under the Secretary’s discretion, it is 
advisory, and, frankly, we don’t understand how that would add 
any benefit if it is not an independent panel. I think if you read 
the lOM report, they are very explicit, it needs to be an inde- 
pendent panel. So again, as an example, if the HHS comes forward 
at the 11th hour with a proposal, but has these nuances of the in- 
terpretation that it would be put forward in policy, that would be 
clearly objectionable to the members of the PAT Coalition. 

Mr. Green. Thank you, Mr. Chairman. 

Mr. Bilirakis. Well, Mr. Green, you brought up a point certainly 
that I have been concerned with. We had all hoped — again, we are 
an ivory tower here. We use that term an awful lot, but it is true. 
We are required to make these tough choices and these tough deci- 
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sions when, in fact, people are better capable of doing it than we 
are. 

So this is why we had hoped that the transplant surgeons, HHS 
would get together and work something out, and you haven’t. I 
haven’t been privy to those conversations, but frankly, in my mind, 
I really wonder whether HHS is willing to bend at all or just dead 
set on their ways. Again, I am not trying to belittle any efforts that 
HHS made in trying to work out these things and not resolving it 
and not having to pass legislation to do something that you all 
should be able to do, particularly when we hear of a bending on 
the part of UNOS in terms of some of these areas that have been 
pointed out. 

Can you. Dr. Ranh — would you furnish to the committee a copy 
of those areas that you are contemplating changing that Mr. Bry- 
ant went into that somewhat? Will do you that? 

Mr. Raub. Yes, sir. 

Mr. Bilirakis. Can do you that within the next couple of days? 

Mr. Raub. I will do it as soon as we can, sir. 

Mr. Barrett. Mr. Chairman, just for my education, the 1-year 
moratorium, when does that expire? Do we know the day that ex- 
pires? 

Mr. Bilirakis. October 21 . 

Mr. Barrett. I just want to say that I share the concern that 
we are going to see that about the same time we saw the Depart- 
ment’s testimony. 

Mr. Bilirakis. Well, Dr. Raub, you indicated you have been 
working on this. Is there any reason why you can’t furnish at least 
where you are at this point within the next few days? You will fur- 
nish it when you can. That might not be until late October. 

Mr. Raub. Some of the items are still in the early stages of 
crafting. 

Mr. Bilirakis. The moratorium is almost over, and they are still 
in the early stages of drafting. I sometimes wonder if — well, sir, we 
need that information. I frankly think that the industry out there, 
the transplant industry, needs that information, and I think they 
need it long before to give them an opportunity — I mean, I don’t 
think that they should be left with what we have been here today, 
not having seen the testimony until an hour before the hearing 
started. 

I say that with all due respect, but you should also realize that — 
well, I am going to ask that that information, whatever is avail- 
able — and whatever isn’t available, I guess you can’t furnish — be 
submitted to this committee within — let’s say within 7 days of 
today? 

Need 48 hours? Why? 

I am told that you have that information, and you are — all right, 
48 hours. I am going to ask that it be furnished in 48 hours. I don’t 
think that we should have to go through any legal proceedings or 
whatnot in order to get that. 

Can you do that, what you have? 

Mr. Raub. I will convey that request, sir. 

Mr. Bilirakis. Please, Dr. Raub, do that. We want to do this the 
right way, the nice way. 
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All right. A vote is being called on the floor. We have a number 
of questions — oh, yes. A statement here submitted by Charles Fisk; 
a statement here by Bruce Weir, Transplant Recipients Inter- 
national Organization, Inc., and a statement by Congressman Pete 
Stark. I would ask as the Chair unanimous consent those be made 
a part of the record. 

There are a number of questions as per always, as per usual that 
have not been asked, and we would like to furnish those to you in 
writing and request that you respond to them as quickly as you 
can, because, again, we are trying to do the right thing. I know 
there has been more adversarial taking place at that table there 
than frankly usually takes place up here, but believe it or not, we 
are trying to do the right thing. Whatever information you furnish 
to us could be helpful. 

The hearing is adjourned. Thank you. Thank you for your pa- 
tience. 

[Whereupon, at 5:45 p.m., the subcommittee was adjourned.] 

[Additional material submitted for the record follows:] 

Prepared Statement of Charles Fiske, UNOS General Public Member 

Mr. Chairman and Members of the Subcommittee: Thank you for allowing me to 
submit written testimony on the reauthorization of the National Organ Transplant 
Act. I came before this committee in April of 1990 and also April of 1993 to address 
issues about the national transplant system. My involvement in organ transplan- 
tation began in 1982 when my then nine-month old daughter, Jamie needed a liver 
transplant. At that time there was not much of a system in place for matching do- 
nors with recipients. In addition liver transplants had not been performed on any- 
one as young as Jamie and since there were only two liver transplant centers in 
the country our family faced a difficult ordeal. Jamie was successfully transplanted 
in November at age eleven months at the University of Minnesota Hospital. 

The following Spring (April 1983) we came before then, Congressman A1 Gore who 
was conducting hearing on the problems transplant patients faced. In the fall of that 
year Senator Orrin Hatch held hearings to learn of the ordeals that we and other 
families encountered while waiting for an organ to be found in time. Senator Hatch 
was familiar with Jamie’s situation since the donated liver came from Jesse Bellon 
of Alpine, Utah. In 1984, President Reagan signed the National Transplant Act call- 
ing for a Task Force to study the issue. The task force concluded that a single na- 
tional system would ensure that these national resources — donated organs — could be 
effectively allocated fairly to all needing an organ transplant. Since then, I have 
been actively involved in the issue and served on the UNOS (United Network for 
Organ Sharing — the federal contractor) Board of Directors for four years. Currently, 
I am one of only nine UNOS general public members. My observations and conclu- 
sions today are similar in some respects to my testimony previously presented be- 
fore this same committee. We’ve come far but still have a long way to go to encour- 
age the transplant system to be responsive to patients no matter who they are or 
where they live. The implementation of the HHS transplant regulations will take 
the care of patients to the next level. Passage of H.R. 2418 will be a step backwards 
in this process and should not be passed. Congress has directed that the single na- 
tional system be response to all medically urgent patients especially those with the 
least access. 

Congress must again encourage and demand that the National Transplant System 
reflect the needs of the patient population first before serving the unique interests 
of any transplant center. I’ve always advocated that the system be fair so that those 
patients who are medically most urgent receive first attention. Patients should not 
have to chase organs but rather be assured that when their time comes for trans- 
plantation they, given their medical status, will have a fair chance of receiving an 
organ. Currently the system is based on local preference so that the available organ 
is given locally even if there is another more medically urgent patient in the next 
local area. If the organ can’t be used it is distributed regionally and then nationally. 
Recently UNOS passed a resolution to have organs shared with status one patients 
(most medically urgent with seven days to live) within each of the eleven regions 
in the country. This is a good first step. Allocation determined primarily through 
geographic boundaries rather than medical urgency makes little sense especially if 
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those organs can be safely transported greater distances. The wider allocation of or- 
gans needs to be expanded to include status 2A and 2B patients as well. There has 
been a marked increase in the number of transplant centers. As a result, with more 
patients needing transplantation the supply of available organs cannot meet the 
current demand. 

Congress needs to require that the national transplant system take the following 
steps: 

1) There should be greater oversight on the system to protect patients from the 
self-interests of transplant centers. The UNOS Board is comprised of many individ- 
uals who represent various transplant centers throughout the country. Often they 
are voting on policies that directly affect the financial interests of their own institu- 
tions. On the one hand the contractor is a membership organization and on the 
other a regulatory body. Over the course of years this has been a difficult task for 
the contractor. Greater oversight would assure the general public that the system 
is in operating the best interest of all patients whether they lived in New England 
or on the West Coast. That oversight involves the establishment of specific stand- 
ards that not only protect the public but also assure the transplant community that 
there is a mechanism in place to encourage compliance with public policy directives. 
Only the Secretary can issue public policy that has the effect of law. Much of cur- 
rent debate over the NOTA reauthorization has to do with the confusion between 
the development of public policy and the practice of medicine. The current con- 
tractor and a number of transplant centers have determined that all transplant 
issues are considered the practice of medicine and are unwilling to respond posi- 
tively to standards that have been established for the public policy purposes. Much 
energy has been spent circling the wagons to keep the Department at bay when in 
reality the public strongly supports a system that meets the needs of its most medi- 
cally urgent. The transplant system is not the private domain of a certain select 
group within the transplant community but directly connected to all our citizens on 
whom we depend for organ donation. It is the general public through its patient reg- 
istration fees and teix dollars that is fueling the system. To suggest that the Na- 
tional System can fairly operate on its own is both unrealistic and shortsighted. The 
recent border war over organ allocation between Wisconsin and Illinois is a prime 
example of special interests winning out over patients’ interests. 

2) The most medically urgent patients must receive organs first. Distribution for 
organs for the most urgent category could be realistically done beyond the bound- 
aries of our current systems at both the local level and the regional level. The re- 
cently completed Institute of Medicine studies found that the current system now 
operating could be greatly improved so that organs may be reaching to most medi- 
cally urgent. The Institute of Medicine did find that the less urgent patients (Status 

3) were being transplanted at the expense of those who are most medically urgent 
(Status 1) 

3) Data should be made available in a timely fashion. This data is not the private 
property of the federal contract and should be accessible to physicians and patients 
who make decisions on which center to approach for treatment. Data must be used 
to help drive public policy decisions so that parochial interests of the various trans- 
plant centers cannot come before the interests of patients. 

4) Patient registration fees should reflect the cost of helping run the transplant 
system rather that fuels the special interest and lobby efforts of the contractor. 

5) Greater steps need to be taken so that the “green screen” (no dollars, no trans- 
plant) affect is adequately understood as a major impediment preventing some pa- 
tients from receiving care. 

Congress has the ability to require this be done. The public needs to have con- 
fidence in the system so that when organs are distributed each patient can receive 
an organ in a timely fashion when their turn becomes available. 

I’ll submit copies of my prior testimonies from 1990 and 1993. Issues that were 
raised then are yet to be resolved. I would urge this Committee to look forward not 
only in fully supporting the HHS regulations but also encouraging the current con- 
tractor to take the immediate steps necessary to put an allocation system in place 
that is responsive to current needs of the general public. The clear and astute rec- 
ommendations that have come forward from the recently published Institute of Med- 
icine report on the transplant system have supported the Department’s efforts to en- 
courage the contractor to be more responsive to the needs of patients. Once the 
changes have been enacted a full reauthorization of NOTA is in order. A more com- 
prehensive bill to include the recommendations of the lOM report, the OIG report 
(August 1999) and the April 1998 HHS regulations should be considered in the 
spring of 2000. 

Again I thank the Committee for the opportunity to present this information and 
I am available at anytime to review this matter with you. 
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Prepared Statement of Bruce Weir, President, Transplant Recipients 
International Organization, Inc. 

I am submitting this testimony today on behalf of a vital segment of the national 
transplant system that has been, and still is, quite under-represented . . . the pa- 
tients. 

In April of 1998, the Secretary of the Health and Human Services (HHS) issued 
a “Final Rule” that addressed certain areas in the present system that need im- 
provement (allocation of organs, oversight of the system, to name a couple). 

United Network of Organ Sharing (UNOS), who holds the contract of the Organ 
Procurement and Transplant Network (OPTN), decided to fight these changes and 
the two sides became polarized. No gain for either side; and even worse . . . the pa- 
tients lost. Many of the changes would have helped a patient’s chances of being 
transplanted sooner. When things got to an impasse, UNOS then successfully lob- 
bied Congress to issue a moratorium for one year, asking the Institute of Medicine 
(lOM) to study the Rule and the issues having been raised to see if the Rule had 
any merit. The lOM Report was issued on July 20, 1999 and generally supported 
the reasons the “Final Rule” was issued and debunked the untruths spread by its 
opponents. The moratorium expires October 21, 1999. 

The very Congress that ordered the moratorium, not having yet studied or evalu- 
ated the lOM report, is now embarking on a mission to rewrite the law that estab- 
lished the OPTN, how it operates and what, if any oversight and authority the Sec- 
retary of HHS might or should have over the national organ transplant system. 

What I have seen of the proposed changes only heightens my concerns. This bill 
is greatly skewed in favor of OPTN and lessens the power and authority of HHS. 
There needs to be balance. This bill would create imbalance. 

I urge you all to seriously consider whether this is the time to even consider such 
changes. Transplant centers may feel these changes are necessary to help insure 
their future. This is not the time for patients — for while they are waiting, they have 
no future. 


Prepared Statement of Hon. Pete Stark, a Representative in Congress from 
the State of California 

Mr. Chairman: Thank you for holding this hearing today which will help educate 
Members concerning the need for a more effective and fair system of organ alloca- 
tion. 

Every day 10 people die in this country waiting for an organ transplant. At least 
65,000 Americans are currently awaiting an organ transplant. There is no disagree- 
ment about the problem — there aren’t enough organs to meet the needs of patients. 
This Congress, I introduced legislation, H.R. 941, the “Gift of Life Congressional 
Medal Act of 1999.” This legislation encourages donations thereby making more or- 
gans available for potential donation. I hope Members would consider this effort to 
increase donations. 

In April of last year, after extensive public debate, the Department of Health and 
Human Services issued regulations intended to provide oversight for the nation’s 
organ transplant system and to help guide the transplant community to create a 
fairer transplant system. The FY ’99 Appropriations bill included a moratorium on 
the regulations until October 21 of this year. Congress also directed the Institute 
of Medicine (loM) to report on the current organ allocation system. 

The Secretary’s regulation will let medical people make medical decisions about 
the best way to allocate the limited number of donated organs within a framework 
that, as set forth by the loM, will improve the function of the system. The Sec- 
retary’s regulation is urgently needed by patients across the country. 

I believe there is a great deal of evidence of the need for timely implementation 
of the Secretary’s regulations concerning organ allocation policies. 

For example, a recent report from the HHS Office of Inspector General found that 
the Secretary’s new transplant rules would not impose new hardships on patients 
from small communities who need transplants. According to the OIG, most trans- 
plant centers are clustered around major cities and it is a “myth” that most Ameri- 
cans now have access to transplants virtually in their backyard. Thus the regulation 
won’t hurt “local access” because such local access doesn’t truly exist. 

Also, the Institute of Medicine has issued its report with conclusions that are very 
supportive of the Department’s regulations. The loM supports having the Federal 
government exercise its legitimate oversight responsibilities under the National 
Organ Transplant Act, instead of allowing a federal contractor essentially make the 
rules. The report also declares that the current system would be significantly en- 
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hanced if the allocation of scarce organs were done over larger populations than is 
now the case. 

The loM report stated that “Vigilant and conscientious oversight and review of 
programs . . . are critically important to ensuring accountability on the part of the 
OPTN and other participants in the organ procurements and transplantation sys- 
tem.” The report also concluded that the Department’s Final Rule appropriately 
places oversight responsibility with the federal government. Yet H.R. 2418 would set 
allocation policies different than those contained in the Department’s regulations. 

Among other flaws, H.R. 2418 provides unreasonable protections for the current 
contractor (UNOS), removes the Secretary’s legitimate oversight authority over the 
program, while simultaneously making data less available to the public. It is a sig- 
nificant step backward from even current law. And, in its delegation of power to pri- 
vate parties, it is probably unconstitutional. 

I can think of no better way to put patients first than to make the system fair 
for all. This issue is about putting patients first — not putting transplant bureauc- 
racies first. 

Mr. Chairman, armed with the strong support of the loM report, Congress should 
oppose another moratorium and should not enact H.R. 2418. 


Prepared Statement of the National Kidney Foundation 

On behalf of the thousands of individuals who are on waiting lists for an organ 
transplant, we wish to thank you for introducing legislation to reauthorize the Na- 
tional Organ Transplant Act (NOTA). The Mission of the National Kidney Founda- 
tion (NKF) is to prevent kidney and urinary tract diseases, improve the health and 
well-being of individuals and families affected by these diseases and increase the 
availability of all organs for transplantation. NKF represents 30,000 lay and profes- 
sional volunteers from all walks of life and every part of the country. 

The NKF has long held that NOTA should be reauthorized in an effort to expand 
organ donation and we are pleased that H.R. 2418 addresses the problem of the 
shortage of organs available for transplant in this country. In addition, we are sup- 
portive of the effort to clarify the responsibility for developing, establishing, and 
maintaining medical criteria and standards for organ procurement and transplan- 
tation as a function of the OPTN. Further, we believe that the transplant commu- 
nity at large should play an integral role in the development of these policies. The 
NKF agrees that the OPTN shall make available timely information on outcomes 
at specific transplant centers, as you have provided for in Sec. 3(d)(2), so as to help 
transplant candidates make informed choices. 

Research supported by the NKF Council of Nephrology Social Workers shows that 
unreimbursed expenses serve as a disincentive to living organ donation. As such, 
we are very appreciative and supportive of Sec. 5 of H.R. 2418, “Payment of Travel 
and Subsistence Expenses Incurred Toward Living Organ Donation.” However, we 
urge you to remove the provision that the donor must reside in a different State 
than the recipient. Certain expenses, such as the need for temporary day care, are 
incurred regardless of where the donor resides and a transplant center instate could 
be at a greater distance from the donor than one in a State different from that in 
which the donor lives. We also urge you to remove the provision that restricts pay- 
ments to situations in which the annual income of the organ recipient is less than 
$35,000. It is our belief that it is more appropriate for States, transplant centers, 
organ procurement organizations and voluntary health agencies to determine who 
should be eligible for assistance in each particular instance. Furthermore, any 
means test might be more appropriate for the donor rather than the recipient. We 
also believe Sec. 4(c) will be useful toward increasing organ donation, specifically 
as this would facilitate demonstration projects on the efficacy and acceptability of 
financial incentives to families for cadaveric organ donation. 

We have additional specific suggestions regarding H.R. 2418. With regards to the 
composition of the OPTN Board of Directors (Sec. 3(a)), we believe a more specific 
designation is warranted for transplant recipients, candidates for transplants, do- 
nors and donor families, rather than the “reasonable proportion” cited in the bill 
language, and we recommend that transplant surgeons and transplant physicians 
should comprise not more than 50% of the members of the OPTN Board. We also 
suggest that “transplant patients” be added in the list of groups with which the 
Comptroller General be required to consult in preparation of the General Accounting 
Office’s evaluation of the Network (Sec. 3(i)(2)). 

Thank you for holding this hearing and for the opportunity to provide written tes- 
timony. We look forward to working with you to improve the efficiency and effective- 
ness of our nation’s organ procurement and transplant system. 
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Louisiana State University Medical Center 

Office of the Chancellor 

September 21, 1999 

The Honorable Thomas J. Bliley, Jr. 

Chairman 

House Commerce Committee 
2125 Rayburn House Office Building 
Washington, D.C. 20515-0106 

Dear Chairman Bliley: I am writing on behalf of the Louisiana State University 
Health Sciences Center to express my deep concern that implementation of the 
DHHS Final Rule regarding organ allocation will jeopardize access to life-saving 
organ transplants needed by Louisiana’s working poor and indigent. These are the 
very patients most dependent upon our institution’s organ transplantation pro- 
grams. However, H.R. 2418, the “Organ Procurement and Transplantation Network 
Amendments of 1999” appears to be in the best interest of these patients as it would 
provide them with continued access to organ transplantation. Introduced by Chair- 
man Michael Bilirakis of the Health and Environment Subcommittee, Congressman 
Gene Green and Congressman Frank Pallone, H.R. 2418 is supportive not only of 
the organ transplantation programs at the LSU Health Sciences Centers in New Or- 
leans and Shreveport, but also of most other medical centers across the country. For 
example, the bill specifies that functions “scientific, clinical or medical in nature” 
are within the “sole discretion” of the Organ Procurement and Transplantation Net- 
work (OPTN). Further, it restricts the Secretary of the Department of Health and 
Human Services from using provisions in the Social Security Act to exert broad 
oversight authority relative to the OPTN. These two provisions would effectively 
prevent DHHS from going forward with its OPTN Final Rule which, as I have stat- 
ed, is not in the best interest of many of our patients. 

As you know. Congress, through the appropriations process, thus far has blocked 
DHHS from implementing the Final Rule. However, on October 21, 1999, the cur- 
rent congressional moratorium will expire. My colleagues and I feel it is imperative 
for the future well-being of our patients that H.R. 2418 be considered by the appro- 
priate authorizing committees in Congress. 

Sincerely, 

John C. McDonald, M.D., Professor and Chairman 
Department of Surgery, LSU Health Sciences Center-Shreveport 
Philip Boudreaux, M.D., Professor of Surgery, LSUMC 
Division of Transplantation, President, Louisiana Organ Procurement Agency 
cc: Louisiana Congressional Delegation 
The Honorable Richard leyoub 
Mervin L. Trail, M.D. 

Bonnie J. Hymel 


University of Medicine & Dentistry of New Jersey 

Office of the Vice President 

September 20, 1999 

The Honorable Thomas J. Bliley, Jr. 

Chairman, House Commerce Committee 
2125 Rayburn House Office Building 
Washington, DC 20515-0106 

Dear Chairman Bliley: As Acting Chief Executive Officer of UMDNJ-University 
Hospital in Newark, New Jersey, I am writing to lend my institution’s strong sup- 
port to the passage of H.R. 2418, the “Organ Procurement and Transplantation Net- 
work Amendments of 1999.” Introduced by Chairman Michael Bilirakis of the 
Health and Environment Subcommittee and cosponsored by Congressman Frank 
Pallone of New Jersey, this legislation supports the interests of New Jersey’s sole 
transplant program and other programs throughout the country. Provisions con- 
tained within the bill would effectively prevent DHHS from going forward with its 
OPTN Final Rule, which we strongly oppose as it threatens the continued viability 
of our outstanding liver transplant program. 

As you know, the moratorium blocking DHHS from implementing the final rule 
is scheduled to expire on October 21 without any measure of compromise or con- 
sensus having been reached between the transplant community and the Administra- 
tion. We believe that a strong show of support for H.R. 2418 in the House will send 
still another clear signal to the Secretary and the Administration that the Final 
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Rule as written is not acceptable and that DHHS should seek to accommodate the 
concerns held by most transplant centers throughout the nation. 

Accordingly, I urge you to support H.R. 2418 and ask that you encourage your 
colleagues to do the same. 

Sincerely, 

Daniel L. Marcantuono, FACHE 

Acting Chief Executive Officer 


Clarian Health 
September 22, 1999 

The Honorable Thomas J. Bliley, Jr. 

Chairman 

House Commerce Committee 
2125 Rayburn House Office Building 
Washington, D.C. 20515-0106 


Dear Chairman Bliley: On behalf of Clarian Health Partners located in Indian- 
apolis, Indiana, I am writing in support of H.R. 2418, the “Organ Procurement and 
Transplantation Network Amendments of 1999.” Introduced by Chairman Michael 
Bilirakis of the Health and Environment Subcommittee, along with Congressmen 
Gang Green and Erank Pallone, this legislation is supportive of the interests of the 
organ transplantation programs at Clarian Health Partners and at most other med- 
ical centers across the country. For example, the bill specifies that those functions 
that are “scientific, clinical or medical in nature” are within the “sole discretion’ of 
the Organ Procurement and Transplantation Network (OPTN). Further, it restricts 
the Secretary of the Department of Health and Human Services from using provi- 
sions in the Social Security Act to exert broad oversight authority relative to the 
OPTN. These two previsions would effectively prevent DHHS from going forward 
with its OPTN Final Rule, which Clarian Health and others strongly oppose. 

As you know. Congress through the appropriations process has thus far blocked 
DHHS from implementing the Final Rule. However, on October 21, 1999, the cur- 
rent congressional moratorium will expire, and we feel it is imperative that this leg- 
islation be afforded the opportunity to be considered in the appropriate authorizing 
committees in Congress. We believe a strong show of support for H.R. 2518 in the 
House will send a clear signal to the Administration that the Final Rule is not ac- 
ceptable and that DHHS should seek to accommodate the concerns held by most 
transplant centers by modifying the regulations. Accordingly, I would urge you to 
support H.R. 2418, and also ask that you encourage your colleagues to do the same. 

Thank you for your consideration. 

Sincerely, 


Bruce M. Melchert 
Vice President, Government Affairs 


The University of Alabama at Birmingham 

Office of the President 

September 20, 1999 

The Honorable Thomas J. Bliley, Jr. 

Chairman 

House Commerce Committee 
2125 Rayburn House Office Building 
Washington, D.C. 2050S15-0106 

Dear Chairman Bliley: On behalf of the University of Alabama at Birmingham 
(UAB), I am writing in support of H.R. 2418, the “Organ Procurement and Trans- 
plantation Network Amendments of 1999” introduced by your colleague Michael 
Bilirakis, Chairman of the Health and Environment Subcommittee. As you know, 
this legislation is supportive of the interests of the organ transplantation programs 
at UAB and at most other medical centers across the country. It specifies that those 
functions that are “scientific, clinical or ethical in nature” are within the ‘sole discre- 
tion” of the Organ Procurement and Transplantation Network (OPTN). Eurther, it 
restricts the Secretary of the Department of Health and Human Services from using 
provisions in the Social Security Act to exert broad oversight authority relative to 
the OPTN. These two provisions would effectively prevent DHHS from going for- 
ward with its OPTN Final Rule, which we and others strongly oppose. 

As you know. Congress through the appropriations process has thus far blocked 
DHHS from implementing the Final Rule. However, on October 21, 1999, the cur- 
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rent congressional moratorium will expire, and we feel it is imperative that this leg- 
islation be afforded the opportunity to be considered in the appropriate authorizing 
committees in Congress. Accordingly, I would urge you to lend your strong support 
to H.R. 2418. In this regard, I am pleased to report that we anticipate all of the 
House members from Alabama will be supportive of this important legislation. 

Sincerely, 

W. Ann Reynolds 

President 


The University of Texas 
Health Science Center at San Antonio 

September 2, 1999 

The Honorable Joe Barton 
2264 Rayburn HOB 
Washington, DC 20515-4306 

Dear Representative Barton: I am writing to request that you become a co- 
sponsor of Representative Michael Bilirakis’s bill, H.R. 2418, which relates to trans- 
plant oversight by the Secretary of Health. I feel strongly that the government 
should have oversight of this process, but should not dictate the process as is sug- 
gested in the final rule, written by Secretary Shalala. I also feel that a dramatic 
overhaul of the current system is not in the interest of patients waiting for implan- 
tation in the United States. The current system works well. It can be improved 
upon, and UNOS has been taking progressive steps, including the recent sharing 
of organs, regionally for Status I patients, which are consistently improving the sys- 
tem. 

The recent Institute of Medicine study indicated the current system was a good 
system, and suggested small changes to modify it, rather than a traumatic change, 
which in my opinion would be a total disaster. Most of Secretary Shalala’s effort 
to change the system his been based on the political consideration of the inequality 
of waiting times, and the Institute of Medicine’s study clearly concluded that wait- 
ing times should not be a measure of transplant equity. Therefore, I urge you to 
please not support the final rule, which is supported by Secretary Shalala, and I 
request that you call Representative Bilirakis’s office, 202-225-5735 to add your 
name as a cosponsor on this bill. 

Best regards, 

Glenn Halff, M.D. 

Associate Professor of Surgery, 
Director, Division of Organ Transplantation 


Shands Healthcare 

September 21, 1999 

The Honorable Thomas J. Bliley, Jr. 

Chairman 

House Commerce Committee 
2125 Rayburn House Office Building 
Washington, D.C. 20515-01066 

Dear Chairman Bliley: On behalf of Shands Healthcare at the University of Flor- 
ida, I am writing in support of H.R. 2418, the “Organ Procurement and Transplan- 
tation Network Amendments of 1999.” Introduced by Chairman Michael Bilirakis of 
the Health and Environment Subcommittee, along with Congressmen Gene Green 
and Frank Pallone, this legislation is supportive of the interests of the organ trans- 
plantation programs at Shands and at most other medical centers across the coun- 
try. For example, the bill specifies that those functions that are “scientific, clinical 
or medical in nature” are within the “sole discretion” of the Organ Procurement and 
Transplantation Network (OPTN). Further, it restricts the Secretary of the Depart- 
ment of Health and Human Services from using provisions in the Social Security 
Act to exert broad oversight authority relative to the OPTN. These two provisions 
would effectively prevent DHHS from going forward with its OPTN Final Rule, 
which Shands and others strongly oppose. 

As you know. Congress through the appropriations process has thus far blocked 
DHHS from implementing the Final Rule. However, on October 21, 1999, the cur- 
rent congressional moratorium will expire, and we feel it is imperative that this leg- 
islation be afforded the opportunity to be considered in the appropriate authorizing 
committees in Congress. We believe a strong show of support for H.R. 2418 in the 
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House will send a clear signal to the Administration that the Final Rule is not ac- 
ceptable and that DHHS should seek to accommodate the concerns held by most im- 
plant centers by modifying the regulations. Accordingly, I would urge you to support 
H.R. 2418, and also ask that you encourage your colleagues to do the same. 
Sincerely, 

J. Richard Gaintner, M.D. 

Chief Executive Officer 


Saint Louis University Hospital 

September 21, 1999 


The Honorable Thomas J. Bliley, Jr. 

Chairman 

House Commerce Committee 
2125 Rayburn House Office Building 
Washington, D.C. 20515-0106 

Dear Chairman Bliley: On behalf of Saint Louis University Hospital, I am writ- 
ing in support of H.R. 2418, the “Organ Procurement and Transplantation Network 
Amendments of 1999.” Introduced by Chairman Michael Bilirakis of the Health and 
Environment Subcommittee, along with Congessmen Gene Green and Frank 
Pallone, this legislation is supportive of the interests of the or, an transplantation 
programs at Saint Louis University Hospital and at most other medical centers 
across the country. For example, the bill specifies that those functions that are “sci- 
entific, clinical or medical in nature” are within the “sole discretion” of the Organ 
Procurement and Transplantation Network (OPTN). Further, it restricts the Sec- 
retary of the Department of Health and Human Services from using provisions in 
the Social Security Act to exert broad oversight authority relative to the OPTN. 
These two provisions would effectively prevent DHHS from going forward with its 
OPTN Final Rule, which Saint Louis University Hospital and others strongly op- 
pose. 

As you know. Congress through the appropriations process has thus far blocked 
DHHS from implementing the Final Rule. However, on October 21, 1999, the cur- 
rent congressional moratorium will expire, and we fell it is imperative that this leg- 
islation be afforded the opportunity to be considered in the appropriate authorizing 
committees in Congress. 

We believe a strong show of support for H.R. 2418 in the House will send a clear 
signal to the Administration that the Final Rule is not acceptable and that DHHS 
should seek to accommodate the concerns held by most transplant centers by modi- 
fying the regulations. Accordingly, I would urge you to support H.R. 2418, and also 
ask that you encourage your colleagues to do the same. 

Sincerely, 


Jan Blomfield 

Administrator for Transplant Services, Saint Louis University Hospital 


LifeCenter 
August 6, 1999 

Representative Rob Portman 
United States Representative, Ohio 
238 Cannon Building 
Washington, DC 20515 

RE: NOTA Reauthorization 

Dear Representative Portman, I am the Executive Director of Ohio Valley 
LifeCenter (LifeCenter). LifeCenter is the federally designated, non-profit organ pro- 
curement organization serving the Cincinnati area. Recently, Congressmen Bili- 
rakis, Pallone, and Green introduced a bill to reauthorize the National Organ Trans- 
plant Act (NOTA). I would like to bring to your attention the importance of this bill 
to the Greater Cincinnati area. As you are aware, there has been considerable focus 
on the issue of organ allocation in the United States. At the heart of the matter 
is who is most capable of deciding national implant policy: those involved in the 
field or the federal government 
The bill has several key components: 

• Increase organ donation. 
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• Reaffirm that authority for transplant policy decisions and medical/scientific judg- 

ment/decision-making reside in the transplant community, with the govern- 
ment’s role being one of oversight. 

• Preserves the Organ Procurement Transplant Network (OPTN) as a private enti- 

ty- 

• Requires that administrative/procedural functions of the OPTN be established by 

mutual agreement through a contract between the OPTN and HHS. 

• Updates NOTA to reflect recent medical advances in the field of transplantation. 
LifeCenter fully supports this bill. I would request that you consider being a co- 
sponsor of this much-needed legislation. 

Last year, Congress enacted a one-year moratorium on the organ allocation regu- 
lations proposed by the Department of Health and Human Services. This morato- 
rium expires in October. This would be to the detriment of those Greater Cincinnati 
residents awaiting a life-saving organ transplant. The expiration of this moratorium 
heightens the need for NOTA reauthorization or, at the very least, an extension of 
the moratorium. 

Please feel free to contact me, if I can provide additional information or assist- 
ance. 


Sincerely, 


David D. Lewis 
Executive Director 


LifeCenter 
August 6, 1999 

Representative John A. Boehner 
United States Representative, Ohio 
1011 Longworth HOB 
Washington, DC 20515 


RE: NOTA Reauthorization 


Dear Representative Boehner, I am the Executive Director of Ohio Valley 
LifeCenter (LifeCenter). LifeCenter is the federally designated, non-profit organ pro- 
curement organization serving the Cincinnati area. Recently, Congressmen Bili- 
rakis, Pallone, and Green introduced a bill to reauthorize the National Organ Trans- 
plant Act (NOTA). I would like to bring to your attention the importance of this bill 
to the Greater Cincinnati area. As you are aware, there has been considerable focus 
on the issue of organ allocation in the United States. At the heart of the matter 
is who is most capable of deciding national implant policy: those involved in the 
field or the federal government 
The bill has several key components: 

• Increase organ donation. 

• Reaffirm that authority for transplant policy decisions and medical/scientific judg- 

ment/decision-making reside in the transplant community, with the govern- 
ment’s role being one of oversight. 

• Preserves the Organ Procurement Transplant Network (OPTN) as a private enti- 

ty. 

• Requires that administrative/procedural functions of the OPTN be established by 

mutual agreement through a contract between the OPTN and HHS. 

• Updates NOTA to reflect recent medical advances in the field of transplantation. 
LifeCenter fully supports this bill. I would request that you consider being a co- 
sponsor of this much-needed legislation. 

Last year. Congress enacted a one-year moratorium on the organ allocation regu- 
lations proposed by the Department of Health and Human Services. This morato- 
rium expires in October. This would be to the detriment of those Greater Cincinnati 
residents awaiting a life-saving organ transplant. The expiration of this moratorium 
heightens the need for NOTA reauthorization or, at the very least, an extension of 
the moratorium. 

Please feel free to contact me, if I can provide additional information or assist- 
ance. 


Sincerely, 


David D. Lewis 
Executive Director 
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LifeCenter 
August 6, 1999 


Representative Steve Chabot 
United States Representative, Ohio 
129 Cannon Building 
Washington, DC 20515 


RE: NOTA Reauthorization 


Dear Representative Chabot, I am the Executive Director of Ohio Valley 
LifeCenter (LifeCenter). LifeCenter is the federally designated, non-profit organ pro- 
curement organization serving the Cincinnati area. Recently, Congressmen Bili- 
rakis, Pallone, and Green introduced a bill to reauthorize the National Organ Trans- 
plant Act (NOTA). I would like to bring to your attention the importance of this bill 
to the Greater Cincinnati area. As you are aware, there has been considerable focus 
on the issue of organ allocation in the United States. At the heart of the matter 
is who is most capable of deciding national implant policy: those involved in the 
field or the federal government 
The bill has several key components: 

• Increase organ donation. 

• Reaffirm that authority for transplant policy decisions and medical/scientific judg- 

ment/decision-making reside in the transplant community, with the govern- 
ment’s role being one of oversight. 

• Preserves the Organ Procurement Transplant Network (OPTN) as a private enti- 

ty- 

• Requires that administrative/procedural functions of the OPTN be established by 

mutual agreement through a contract between the OPTN and HHS. 

• Updates NOTA to reflect recent medical advances in the field of transplantation. 
LifeCenter fully supports this bill. I would request that you consider being a co- 
sponsor of this much-needed legislation. 

Last year. Congress enacted a one-year moratorium on the organ allocation regu- 
lations proposed by the Department of Health and Human Services. This morato- 
rium expires in October. This would be to the detriment of those Greater Cincinnati 
residents awaiting a life-saving organ transplant. The expiration of this moratorium 
heightens the need for NOTA reauthorization or, at the very least, an extension of 
the moratorium. 

Please feel free to contact me, if I can provide additional information or assist- 
ance. 


Sincerely, 


David D. Lewis 
Executive Director 


LifeSource 
July 29, 1999 

The Honorable Bill Luther 
House of Representatives 
Washington, DC 20510 

Dear Representative Luther: On behalf of LifeSource, the Organ Procurement 
Organization serving Minnesota, I am writing to ask your support for legislation re- 
authorizing the National Organ Transplant Act (NOTA). This bill, H.R. 2418, was 
introduced on July 1, 1999. Your leadership in signing on as a co-sponsor of this 
legislation is important in maintaining the organ procurement and transplantation 
system. 

The bill seeks to increase organ donation, and it reaffirms that authority for 
transplant policy decisions and medical/scientific decision-making will reside in the 
transplant community. This will maintain the appropriate administrative oversight 
of the Department of Health and Human Services while allowing the patients and 
medical professional to develop appropriate donation and allocation policies. The bill 
will also maintain the Organ Procurement and Transplantation Network’s (OPTN) 
status as a private entity and will update NOTA to reflect medical advances in the 
field of transplantation. NOTA has not been re-authorized since 1990. 

I also anticipate that additional language will be proposed via amendment which 
will address the process for designation and certification of Organ Procurement Or- 
ganizations by the Health Care Financing Administration. LifeSource and other 
members of the OPO community, supported by findings of the General Accounting 
Office, believe that the current process and standards used to assess OPO perform- 
ance are flawed and should be discontinued until a new process is developed. I am 
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enclosing a letter to Jeffrey L. Kang, M.D., HCFA, from the Association of 

Organ Procurement Organizations which further outlines OPO concerns. 

We believe it is vitally important that the NOTA reauthorization move forward 
at this time and encourage you to sign on as a cosponsor. Please do not hesitate 
to contact me if I can provide any additional information. 

Sincerely, 

Susan Gunderson 
Chief Executive Officer 


University of Florida 

College of Medicine 

August 11, 1999 

The Honorable Karen Thurman 
440 Cannon HOB 
Washington DC 20515 
ATTN: Jeff Cohen 


RE: Institute of Medicine Report 

Dear Congresswoman Thurman: I have reviewed Congressman William Coyne’s 
letter dated July 29, 1999 that he sent to his colleagues in Congress regarding his 
interpretation of the Institute of Medicine’s (lOM) report on organ allocation. Con- 
gressman Coyne’s interpretation of the report is a rather limited one and does not, 
in the opinion of most transplant professionals, truly represent the content of that 
report. I thought it might be helpful to you and your staff to clarify some of these 
issues. 

The most important point that Congressman Coyne fails to understand is that the 
lOM determined that geographic differences and waiting times are “not an appro- 
priate measure of the fairness of the system.” The claims made by the proponents 
of the HHS regulation are that waiting times vary from region to region. While this 
is true, it reflects the listing practices of centers in those regions and not the avail- 
ability of organs. In fact, the waiting time for liver transplantation for all Status 
1 patients is remarkably similar in every UNOS Region across the country (two to 
four days). The lOM clearly recommends that the use of waiting time as an alloca- 
tion criterion for statuses 2B and 3 be discontinued. The lOM noted that the heavy 
emphasis placed on waiting times by HHS created the perception that the system 
was unfair. 

The lOM report does not, as Congressman Coyne states, suggest that the Health 
and Human Services (HHS) regulations should be implemented. The lOM in fact de- 
termined that the liver organ allocation system is “reasonably effective and equi- 
table” and that no system will ever function perfectly when the need for organs 
vastly exceeds the demands. The lOM does suggest that sharing of livers for the 
Status 1 (sickest patient) Category be done over areas consisting of approximately 
9,000,000 people. This is, however, similar to the geographically based system al- 
ready in place. In fact, all of the UNOS Regions currently share livers for this pa- 
tient status category. No changes need to be effected in order to fulfill this rec- 
ommendation. 

Congressman Coyne neglected to mention that the lOM found that the institution 
of these regulations would increase the overall cost of transplantation. Congressman 
Coyne’s letter states that the lOM concluded that the new regulations would not 
cause small transplant centers to close or negatively impact access for minority pop- 
ulations. The lOM was unable to come up with any firm evidence based conclusions 
regarding these issues, but they did recognize that a consensus existed in the trans- 
plant community that the implementation of these regulations would lead to these 
problems. 

In summary, the findings of the lOM challenge the medical basis of the regula- 
tions suggested by the HHS. While they do endorse a note for federal oversight, I 
do not believe that it is their intention that anyone other than the medical commu- 
nity determine the rules for organ allocation. 

I do not believe that Congressman Coyne’s interpretation of the lOM report accu- 
rately reflects the content of that report. I hope that this letter is helpful and I 
would be happy to discuss this with you at your leisure. 

Thank you for your ongoing concern regarding the organ allocation issue. 

Sincerely, 


Alan Reed, MD 
Associate Professor of Surgery 
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University Hospitals of Cleveland 

26 August, 1999 

Congressman Thomas C. Sawyer, Ohio 
1414 Longworth House Office Building 
Washington, DC 20515 

Dear Congressman Sawyer: I am writing you to urge you to extend the morato- 
rium on the HHS Organ Procurement and Transplantation Network Final Rule. 

As you know Secretary Shalala and HHS have repeatedly sought to implement 
rules that would effectively nationalize organ acquisition. While effectively spun as 
a means to equalize access and ameliorate regional inequities, the real purpose of 
the proposed rule is to restore oligopoly in transplantation to a few centers, such 
as The University of Pittsburgh, which have seen volume disappear, have suffered 
financially, and which seek to repair that damage through use of friends and lobby- 
ists to obtain governmental relief. The citizens of Ohio among others will see access 
to transplantations reduced as a result and those without means may lose it alto- 
gether. 

The Institute of Medicine was asked to provide an evaluation of this controversial 
issue, and issued their report earlier this month. 

Recently a letter from Secretary Shalala to Members of Congress cast the Insti- 
tute of Medicine report — a neutral assessment of the problem — as an endorsement 
of her position. 

It is nothing of the sort. In fact the lOM report is evenhanded. It notes that there 
are no real differences in waiting limes for the sickest liver patents — the core argu- 
ment of the Secretary’s position and the casus belli of the dispute — but that there 
are differences among less ill patents, and that these could be erased by establishing 
catchment areas of 9 million or so. This is similar to what we have already in Ohio, 
and we can live with it. But it is not an endorsement for the very broad catchment 
areas necessary to afford the few HHS-favored centers what they seek. What the 
Secretary wants on their behalf is in effect a private bill. 

Failure to extend the moratorium is certain to lead to a massive export of organs, 
recipients and ultimately skilled professionals from Ohio to other states. I cannot 
see how this pernicious policy change is in the interest of Ohioans and I think it 
both unwise and unfair. 

Sincerely, 

D. Allan Gray, Senior Vice President and General Manager 
Medical ! Surgical Services, University Hospitals of Cleveland 


Mississippi Organ Recovery Agency, Inc. 

July 14, 1999 

Representative Chip Pickering 
427 Cannon House Office Bldg. 

Washington, D.C. 20515 

Re: Organ Procurement and Transplantation Network Amendments of 1999 

Dear Rep. Pickering: As you are aware over the last two years there has been 
much discussion of the organ allocation process and who determines distribution of 
this scarce resource. Since the inception of the Organ Procurement and Transplant 
Network (OPTN), the United Network for Organ Sharing (UNOS) has been charged 
with overseeing allocation of organs for transplant in the United States. UNOS has 
done an excellent job over the years dealing with the very difficult task of deter- 
mining how the precious gift of life of an organ transplant should optimally be 
shared to ensure maximal lives saved. 

Currently Representative Michael Bilirakis (FL), Chair of the Subcommittee on 
Health and the Environment of the House Commerce Committee, is looking for co- 
sponsors for legislation he is introducing to ensure that efforts continue to allocate 
organs optimally. This legislation will ensure that Mississippians will continue to 
have fair and equitable access to transplantation. If this legislation is not passed, 
many Mississippians may die of organ failure and never get the opportunity of 
transplant, particularly minority Mississippians and those in the lower socio- 
economic strata. 

Please support this legislation that should enable every Mississippian in need ac- 
cess to transplantation. 
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Please call if we can be of any further service or answer any questions. 
Sincerely, 


Kevin Stump, 
Executive Executor 
Shirley Schlessinger, M.D. 

Medical Director 


Center for Donation & Transplant 

September 16, 1999 


Hon. Michael R. McNulty 
House of Representatives. 

2161 Rayburn 
Washington, DC 20515 

Dear Congressman McNulty: I am writing to ask for your support in cospon- 
soring the National Organ Transplant Reauthorization Bill, H.R. 2418. It is my un- 
derstanding that there will be a hearing on this bill on September 22. For additional 
information or to be added as a cosponsor, the contact person in Congressman Bili- 
rakis’s office is Michael Reilly. The phone number is 202-225-5755. 

As in the past, thank you for your support. 

Sincerely, 


Frank Taft 

Director 


Tennessee Transplant Society 

August 2, 1999 

The Honorable Bill Frist 

SD-567 Dirksen Senate Office Building 

Washington, DC 20510-4205 

Dear Senator Frist: The Tennessee Transplant Society (TTS) consists of all 
seven transplant centers, all of the transplant professionals (physicians, nurses, 
transplant coordinators), and all organ procurement organizations within the state 
of Tennessee. At the July 26 meeting of the TTS, there was a vote taken following 
discussion of the Institute of Medicine (lOM) Report and the continuing saga of the 
HHS final rule regarding the allocation of organs for transplant. The lOM report 
did not support the basic premise of the HHS rule, that is, waiting times for pa- 
tients needing transplant are valid measure and should be equalized. 

The Tennessee Transplant Society unanimously requests you to cosponsor Con- 
gressman Billrakis’ Bill H.R. 2418 “Organ Procurement and Transplantation Net- 
work Amendments of 1999.” Additionally, if it does not look like H.R. 2418 is gong 
to pass in this session of Congress, we would strongly encourage you to support an 
extension of the moratorium on the implementation of the HHS final rule (current 
effective date 10/1/99) while we study the ideas brought forward in the lOM report. 

Sincerely yours, 

C. Wright Pinson, M.D., M.B.A. 

President 


Jacksonville Transplant Center 

July 26, 1999 

The Honorable Corrine Brown 
2444 Rayburn House Office Building 
Independence Ave. and S. Capitol St., SW 
Washington, DC 20510 

Dear Representative Brown: I write regarding H.R. 2418 (Organ Procurement 
and Transplant Patient Network amendments of 1999), a Bill before the House of 
Representatives. Since I serve patients in your District, I encourage your support 
of this Bill. 

H.R. 2418 allows for the general functions of day-to-day organ donation and trans- 
plantation to continue throughout America. It maintains the truly excellent admin- 
istrative structure and self governance of the Organ Procurement and Transplan- 
tation Network. Important in the latter is the fact that the Board governing the 
Network is inclusive not just of medical professionals, but of patients and public 
members. Further, the Bill establishes a workable and reasonable relationship of 
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oversight between the Secretary of Health and Human Services and the Network 
contractor. 

Important new features of the Bill relate to access to transplantable organs and 
tissues, recognition that organs and tissues from certain animal sources may soon 
be applied to human disease, and enabling sections on provision of benefits for 
cadaveric organ donation should demonstration projects to increase organ donation 
be developed around survivor benefits. Finally, an important aspect of the Bill is 
that expenses of living organ donors be reimbursed through mechanisms similar to 
other aspects of organ transplant reimbursement. 

May I thank you in advance for considering support of this important Bill which 
may so positively affect your constituents and my patient. 

Sincerely, 


Thomas G. Peters, M.D. 

Clinical Professor of Surgery, University of Florida HSCJ 


Jacksonville Transplant Center 

July 26, 1999 


The Honorable Charles T. Canady 
2432 Rayburn House Office Building 
Independence Ave. and S. Capitol St., SW 
Washington, DC 20510 

Dear Representative Canady: I write regarding H.R. 2418 (Organ Procurement 
and Transplant Patient Network amendments of 1999), a Bill before the House of 
Representatives. Since I serve patients in your District, I encourage your support 
of this Bill. 

H.R. 2418 allows for the general functions of day-to-day organ donation and trans- 
plantation to continue throughout America. It maintains the truly excellent admin- 
istrative structure and self governance of the Organ Procurement and Transplan- 
tation Network. Important in the latter is the fact that the Board governing the 
Network is inclusive not just of medical professionals, but of patients and public 
members. Further, the Bill establishes a workable and reasonable relationship of 
oversight between the Secretary of Health and Human Services and the Network 
contractor. 

Important new features of the Bill relate to access to transplantable organs and 
tissues, recognition that organs and tissues from certain animal sources may soon 
be applied to human disease, and enabling sections on provision of benefits for 
cadaveric organ donation should demonstration projects to increase organ donation 
be developed around survivor benefits. Finally, an important aspect of the Bill is 
that expenses of living organ donors be reimbursed through mechanisms similar to 
other aspects of organ transplant reimbursement. 

May I thank you in advance for considering support of this important Bill which 
may so positively affect your constituents and my patient. 

Sincerely, 


Thomas G. Peters, M.D. 

Clinical Professor of Surgery, University of Florida HSCJ 


Jacksonville Transplant Center 

July 26, 1999 

The Honorable Tillie Fowler 
106 Cannon House Office Building 
Independence Ave. and S. Capitol St., SW 
Washington, DC 20510 

Dear Representative Fowler: I write regarding H.R. 2418 (Organ Procurement 
and Transplant Patient Network amendments of 1999), a Bill before the House of 
Representatives. Since I serve patients in your District, I encourage your support 
of this Bill. 

H.R. 2418 allows for the general functions of day-to-day organ donation and trans- 
plantation to continue throughout America. It maintains the truly excellent admin- 
istrative structure and self governance of the Organ Procurement and Transplan- 
tation Network. Important in the latter is the fact that the Board governing the 
Network is inclusive not just of medical professionals, but of patients and public 
members. Further, the Bill establishes a workable and reasonable relationship of 
oversight between the Secretary of Health and Human Services and the Network 
contractor. 
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Important new features of the Bill relate to access to transplantable organs and 
tissues, recognition that organs and tissues from certain animal sources may soon 
be applied to human disease, and enabling sections on provision of benefits for 
cadaveric organ donation should demonstration projects to increase organ donation 
be developed around survivor benefits. Finally, an important aspect of the Bill is 
that expenses of living organ donors be reimbursed through mechanisms similar to 
other aspects of organ transplant reimbursement. 

May I thank you in advance for considering support of this important Bill which 
may so positively affect your constituents and my patient. 

Sincerely, 


Thomas G. Peters, M.D. 

Clinical Professor of Surgery, University of Florida HSCJ 


Jacksonville Transplant Center 

July 26, 1999 


The Honorable Cliff Stearns 
2227 Rayburn House Office Building 
Independence Ave. and S. Capitol St., SW 
Washington, DC 20510 

Dear Representative Stearns: I write regarding H.R. 2418 (Organ Procurement 
and Transplant Patient Network amendments of 1999), a Bill before the House of 
Representatives. Since I serve patients in your District, I encourage your support 
of this Bill. 

H.R. 2418 allows for the general functions of day-to-day organ donation and trans- 
plantation to continue throughout America. It maintains the truly excellent admin- 
istrative structure and self governance of the Organ Procurement and Transplan- 
tation Network. Important in the latter is the fact that the Board governing the 
Network is inclusive not just of medical professionals, but of patients and public 
members. Further, the Bill establishes a workable and reasonable relationship of 
oversight between the Secretary of Health and Human Services and the Network 
contractor. 

Important new features of the Bill relate to access to transplantable organs and 
tissues, recognition that organs and tissues from certain animal sources may soon 
be applied to human disease, and enabling sections on provision of benefits for 
cadaveric organ donation should demonstration projects to increase organ donation 
be developed around survivor benefits. Finally, an important aspect of the Bill is 
that expenses of living organ donors be reimbursed through mechanisms similar to 
other aspects of organ transplant reimbursement. 

In your capacity as a member of the Commerce Committee, may I ask that you 
especially regard this Bill as an important step in serving patients in need of an 
organ transplant. I stand ready to provide further information or assistance to your 
office should that be necessary. May I thank you in advance for positively consid- 
ering H.R. 2418. 

Sincerely, 


Thomas G. Peters, M.D. 

Clinical Professor of Surgery, University of Florida HSCJ 


The University Hospital 

September 3, 1999 

The Honorable Steve Chabot 
United States Representative, Ohio 
129 Cannon Building 
Washington, DC 20515 

RE: House Bill: H.R. 2418 

Dear Representative Chabot: I am the Administrator of Transplant Services at 
The Health Alliance of Greater Cincinnati. Recently, Congressmen Bilirakis, 
Pallone, and Green introduced House Bill H.R. 2418 to reauthorize the National 
Organ Transplant Act (NOTA). I would like to bring to your attention the impor- 
tance of this bill to the Greater Cincinnati area. As you are aware, there has been 
considerable focus on the issue of organ allocation in the United States. At the heart 
of the matter is who is most capable of deciding national transplant policy: those 
involved in the field or the federal government? 

The bill has several key components: 
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• Increase organ donation. 

• Decrease disincentives for living organ donation. 

• Reaffirm that authority for transplant policy decisions and medical/scientific judg- 

ment/decision-making resides in the transplant community with the govern- 
ment’s role being one of oversight. 

• Preserves the Organ Procurement Transplant Network (OPTN) as a private enti- 

ty- 

• Requires that administrative/procedural functions of the OPTN be established by 

mutual agreement through a contract between the OPTN and HHS. 

• Updates NOTA to reflect recent medical advances in the field of transplantation. 
Last year, Congress imposed a one-year moratorium on the organ allocation regu- 
lations proposed by the Department of Health and Human Services. This morato- 
rium expires October 21, 1999. Enactment of the HHS organ allocation regulation 
would be detrimental to the Greater Cincinnati residents awaiting a life-saving 
organ transplant. The expiration of this moratorium heightens the need for NOTA 
reauthorization or, at the very least, an extension of the moratorium. 

I fully support the House Bill H.R. 2418. I am requesting that you consider being 
a cosponsor of this important and critical legislation. 

Please contact me for additional information or assistance at (513) 584-1811. 
Sincerely, 


Edward Y. Zavia, M.B.A. 
Administrator, Transplant Services 


405 OwENDALE Drive 

Antioch, TN 37013 

June 24, 1999 

The Hon. Ed Bryant 

408 Cannon House Office Bldg 

Washington, D.C. 20515 

Dear Mr. Bryant, I am writing to you today concerning important pending legis- 
lation which will affect organ and tissue transplantation policy in the United States 
for years to come. I speak from the perspective of a donor father (both of my sons 
were organ donors following tragic accidents in 1990-91) and as the spouse of a kid- 
ney recipient in 1994. Tragically, my wife has since passed away, but I have been 
so energized by her determination and courage throughout her wait of over 25 
months for an organ that I have been actively involved in organ donation matters 
since that date. Specifically, I have been a member of the national Board of Direc- 
tors of Transplant Recipients International Organization (TRIO) and also the Presi- 
dent of the Music City (Nashville area) TRIO local chapter. In addition, I have 
worked extensively with Rotary International, the National Kidney Foundation 
(NKF), Tennessee Donor Services (TDS), the Minority Organ Tissue Transplant 
Education Program (MOTTEP) and several other organizations to promote increased 
organ donation awareness. 

I provide you with this detailed background information so that you can under- 
stand the depth of my frustration concerning the ongoing debate in the Congress 
over national transplantation policy. While there is general agreement that the ex- 
isting policies developed by the National Organ and Transplant Act during the mid- 
80’s are not perfect, it is the feeling of most of the “non-professionals” within the 
transplant community (recipients, donor families, and those currently waiting) that 
the system in operation today has served us well. It has proven to be remarkably 
adaptive to changing conditions as medical advances have taken place, and has re- 
sulted in a transplantation record that is the envy of the world. This has taken 
place primarily because of the wisdom of the Congress to establish a private part- 
nership between the medical community and the patient population which is inde- 
pendent from undue political interference by government operatives, however well 
intentioned. Difficult decisions involving the allocation of scarce organ resources 
have been made by this informed private partnership, rather than by a corps of gov- 
ernment attorneys and bureaucrats. 

I do not want to sound harsh in the above assessment, but it is imperative that 
you understand that the current system has indeed served us well, and that any 
improvements should be made on the margins by legislation to strengthen, rather 
than dismember, the Organ Procurement Transplant Network (OPTN). This really 
should not become a partisan issue, as both sides should have an intense interest 
in insulating the organ transplant process from the political whims of whichever 
party is in control of the Executive Branch or the Congress. It is critical that you 
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insist that the current “firewall” be maintained so that transplantation policies are 
predictable, just, and institutionally immune from political tampering. 

I would also like to address comments which have been made publicly by those 
purporting to represent all transplant patients and donor families. This is simply 
a m3dh. There are, in fact, many different viewpoints throughout this large and di- 
verse community. As you can imagine, there are some who view the current system 
as “unfair” and in need of massive government intervention, if not outright total 
control. It is my experience that these folks, however vocal, are in a distinct minor- 
ity, but their opinions are nonetheless real. 

What I see is a vast majority of those Americans who are interested in transplant 
matters wanting the existing partnership of medical professionals and transplant 
patients to remain in charge of transplant policy. Those who argue otherwise as 
“spokespersons” for transplant groups simply do not represent the views of 
the majority of their membership. I say this with absolute certainty in the case 
of Transplant Recipients International Organization (TRIO), because as a Board 
member I asked repeatedly that our entire membership be polled on this key issue, 
and such never happened. 

When we did poll our local chapter here in Tennessee, the results were over- 
whelming in support of the current non-political, private partnership (the OPTN). 
[The actual vote was 131-4]. In speaking with other TRIO chapter Presidents, I 
noted differing levels of support due to local factors, but the overall fact is that there 
is NOT unanimity in support of either side. Some of the other organizations which 
purport to speak for the transplant community (e.g.. National Transplant Action) 
are simply ad hoc “fronts” which have been chartered by interested parties to lobby 
for passage of proposed HHS regulations which will financially favor them. The bot- 
tom line is that no one speaks for the entire transplant community and that there 
are mixed feelings about the issue throughout the U.S. I can report, however, that 
the vast majority of the TRIO members to whom I have personally spoken are op- 
posed to government intervention and want the existing system to have simple im- 
provements. 

There is also a fear that large transplant centers with political clout will monopo- 
lize transplantation procedures by manipulating proposed rules dictated by FMS 
personnel. Opponents may dismiss such concerns as paranoia, but these worries are 
indeed genuine and have been supported by the monopolistic track record of certain 
large centers. Those of us who have had the opportunity to experience the expertise 
of some of the smaller, regional transplant centers understand first hand the excel- 
lence and talent available in many locations throughout the country. The benefit, 
which I have seen countless times, is that under the existing system families are 
able to provide local support for patients who do not have to travel long distances 
to receive life saving transplant operations. 

As a two-time donor father I would like to comment personally on one aspect of 
organ donation which is frequently misstated by proponents of a “national” system. 
It is often stated by these people that donor families “do not care where organs of 
their loved ones go.” This may be correct in some cases, but I can report to you that 
many of us who have been in this most difficult situation have been acutely con- 
cerned that hope be provided first to those in need in our local region. We do not 
want these precious gifts to be treated as just some other government owned part 
shipped cross country to a large center currently in favor with federal rulemakers. 

Obviously there are many other issues which are associated with this pending leg- 
islation, but I encourage you to focus on one thought: patients do not want a work- 
ing, viable process with a proven track record to be dismembered and displaced by 
policies dictated by government bureaucrats subject to political pressure. Keep 
transplantation a predominantly medical issue with rules established by the exist- 
ing partnership of medical experts, patients, and donor families. 

Sincerely, 

Thomas L. Meredith 


Tennesee Donor Services 

September 21, 1999 

The Honorable Ed Bryant 
United States Representative 
408 Cannon House Office Building 
Washington, DC 20515-4207 

Attention: Carrie Dawson, Legislative Aide 

Dear Representative Bryant: Tennessee Donor Services (TDS) is the federally 
designated Organ Procurement Organization (OPO) serving the vast majority of 
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Tennessee. On September 22, 1999 the House Commerce Committee will conduct 
hearings on H.R. 2418, the National Organ Transplant Act (NOTA) Reauthorization 
Bill. The bill has a significant number of bipartisan sponsors. 

Last year. Congress extended a moratorium on the implementation of a federal 
rule that would have had a serious negative impact on the centers and patients we 
serve. This moratorium is set to expire October 21, 1999. On behalf of transplant 
centers, transplant physicians, donor families, and recipients that we serve, I re- 
quest your support and urge you to cosponsor H.R. 2418, “Organ Procurement and 
Transplantation Network Amendments of 1999.” 

H.R. 2418 protects the integrity of organ procurement organizations and trans- 
plant centers all across the country. It reiterates the original intent of the National 
Organ Transplant Act of 1984 which was to create a national system that promotes 
and supports a central network in the private sector serving all of the citizens of 
the United States, 

H.R. 2418 is unanimously supported by all Tennessee OPOs and ten transplant 
centers. In the area served by TDS, H.R. 2418 has the support of Vanderbilt Univer- 
sity Medical Center, St. Thomas Hospital, Centennial Medical Center/Parkview, UT 
Medical Center, Johnson City Medical Center and Erlanger. H.R. 2418 is also 
unanimously supported by Mid-South Transplant Foundation and its affiliated cen- 
ters. 

We also encourage you to send a letter to the Secretary of HHS asking that the 
final rule be withdrawn in the meantime. If the Secretary fails to do so, we urge 
you to extend the moratorium until such time as a solution in the best interests 
of the patients we serve can be achieved. 

Please contact Michael Reilly with Congressman Bilirakis’ office at (202) 225-5755 
to be added as a cosponsor, I thank you for your support of H.R. 2418. You may 
contact me at (615) 327-2247, if you have any questions or need additional informa- 
tion. 


Sincerely, 


Lawrence D. Cochran 

Executive Director 


University of Illinois at Chicago 

Chicago, Illinois 

The Honorable Diana DeGette 
1339 Longworth Building 
U.S. House of Representatives 
Washington, DC 20515-0601 

Dear Congresswoman DeGette: Thank you for your letter requesting additional 
information in connection with the testimony I gave recently at a hearing of the 
Subcommittee on Health and the Environment relating to organ procurement and 
transplantation. I apologize for not getting back to you sooner; however, I have 
moved offices and mail has been delayed in reaching me. 

You asked several questions relating to liver transplantation for pediatric pa- 
tients, particularly in response to recent studies done by researchers at Pittsburgh 
Children’s Hospital and the Medical University of South Carolina. Those studies ap- 
parently raised questions whether pediatric patients are receiving appropriate ac- 
cess to donated livers. 

The Institute of Medicine Committee that prepared the report “Organ Procure- 
ment and Transplantation” was not specifically requested to investigate the issue 
of pediatric patients’ access to transplantation and we did not do so. We did not 
have copies of the research you cite and I have not read them. Some of our analysis 
of transplant waiting times and mortality does, however, bear on one of the points 
raised in your letter and I am happy to share that with you. 

According to your letter, the research studies you cited found that children are 
“55% more likely to die waiting for an organ transplant than adults.” (Presumably 
this refers to liver transplants.) Our analysis yielded somewhat different conclu- 
sions. Although the most severely ill (status 1) children, aged 0-5, had a signifi- 
cantly lower rate of transplantation than status 1 adults, they also had a lower rate 
of pretransplant mortality. This finding suggests young children in status 1 are ca- 
pable of living longer than adults in this status as they wait on the list. Less se- 
verely ill (status 2B) children (aged 0-5) actually had a higher rate of transplan- 
tation than status 2B adults and the least severely ill (status 3) children in all ages 
(aged 0-17) had transplantation rates that were significantly higher than adults. In 
both of these status groups, there was no difference between children and adults 
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in their pretransplant mortality rates. In addition, age was not a significant deter- 
minant of post-transplantation mortality. 

There could be a variety of reasons why our findings differ from those cited in 
your letter, but without having read those studies I cannot pinpoint what they 
might be. The time period covered by the data, the comprehensiveness of the data, 
and whether patients were classified by severity of illness would be some of the 
things to look at. Our analysis reflects the experience of all liver transplant patients 
who were on waiting lists anywhere in the nation from the start of 1998 through 
the first quarter of 1999 and we stratified these patients by severity of illness (sta- 
tus level). 

Finally, I would note that the recommendation of the lOM Committee that do- 
nated livers be allocated over larger populations would appear to improve the likeli- 
hood that a suitable organ would be found for a child awaiting a transplant. Fur- 
thermore, the Committee’s recommendation to eliminate waiting time as a criterion 
for allocating organs to status 2B and status 3 patients and to substitute more 
medically relevant criteria to bring about a better match (e.g. pediatric versus adult) 
would also appear to benefit children. 

I hope this information is useful to you in your review of this important issue. 

Sincerely, 


Robert D. Gibbons, Professor of Biostatistics 

University of Illinois at Chicago 

lOM Organ Procurement and Transplantation Committee Member 


cc: The Honorable Michael Bilirakis 


Responses of William F. Raub, Deputy Assistant Secretary for Planning and 
Evaluation/Science Policy, Department of Health and Human Services, to 
Questions of Hon. Diana DeGette 

Question: Recent studies by researchers at Pittsburgh Children’s Hospital and the 
Medical University of South Carolina reveal some rather disturbing trends with re- 
spect to pediatric transplantation. The studies indicate that: Two-thirds of liver do- 
nations by children go to adults; and Pediatric liver donations have increased 
through the 1990’s. And yet — The number of children who received a donated liver 
from another child decreased dramatically from 1990 to 1996; and. Children are 
55% more likely to die while waiting for an organ transplant than adults. 

According to American Medical News, “Europe has virtually eliminated deaths of 
children while on liver waiting lists by giving them priority over adults for pediatric 
organs . . .” 

The Administration’s Final Rule, H.R. 2418, and the lOM report all fail to directly 
address this issue. 

To all the members of the panel, what are we as a nation doing to address this 
growing and unacceptable problem for children in need of organ transplantations 
and what additional steps need to be taken to reduce pediatric mortality rates? 

Response: The current liver allocation conventions of the Organ Procurement and 
Transplantation Network (OPTN) give priority to children 18 years of age and 
under, who account for 10 percent of transplant candidates. The 1998 HHS regula- 
tion made clear that the Department intended the OPTN to address the special 
needs of children as it developed fairer allocation policies: 

“. . . current OPTN policies take into account the special medical needs of chil- 
dren. The Secretary endorses this approach and expects that the OPTN will 
continue to take these needs into account as it develops new medical criteria 
and allocation policies.” (63 FR 16315; also discussed at 63 FR 16304) 

The recent amendments to that regulation reaffirm this intention: 

“The Department wishes to emphasize, however, that these changes are not in- 
tended to limit the ability of the OPTN to address special situations such as 
the unique needs of young children.” (64 FR 56657) 

Based on the OPTN’s actions, the guidance provided in the HHS regulations, and 
our expectations for continued improvement in split-liver techniques (whereby an 
adult donor liver that is too large for a child can be divided surgically to transplant 
two individuals in need of a smaller liver), the Department is optimistic that chil- 
dren will have a growing new source of opportunities for transplantation. 

Children have the following outcomes under current OPTN liver allocation poli- 
cies: they receive liver transplants at a higher rate (60%) than do adults (45%); their 
survival at one year with or without transplant (21%) is similar to all other age 
groups; and they die awaiting a transplant at a slightly lower rate (12.5%) than do 
adults on the waiting lists (14%). 
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Despite these generally favorable data, room remains for improvement. The De- 
partment — through its efforts to increase organ donation generally (its National 
Organ and Tissue Donor Initiative), its research to improve transplantation proce- 
dures, and its oversight of the OPTN — will continue to strive to meet the needs of 
children 18 years of age and under who are candidates for liver or other organ 
transplantation. The Department intends to highlight this issue as it seeks com- 
ments from the public and advice from the Advisory Committee on Organ Trans- 
plantation on new allocation policies developed in response to the amended HHS 
regulation. 



